IIPOTOKOJ

Iuec, 22.03.2018r., B rp.Ilymen, B obuc ,,Aurexa”, B crpajara Ha ,,KOMIICKCEH
ouxonoruueH neHtbp-llymen” EQO], rp.lllymen, ce nposene 3acefanue Ha KOMHCHATA 32
nposexaane Ha oTkpura npouenypa no 30II — ,JlocTaBka Ha JeKapCTBEHH HPOAYKTH IIO
Ipunoxenue Nel”.

KomucusaTa, HasHaueHa cBc 3amoBen Ne(28/22,03.2018r., nHa VYnpasuTens Ha
Boanoxurens zamouna pabotra B 11.00 waca B meneH cheras: l.Ilnpeonera Ileresa,
mar.apmauedt, Ilpencemaren, 2.Ilnamen IleTkoe, FOpHCT,’ “WICH, 3.Kpacen Mures,
HKOHOMHCT OOIIeCTBEHH NIOPBYKH, YIEH.

YneHoBeTe Ha KOMHCHATA IONLIHHXA Aeknapauuu no wi51, an8 ot III30I1, BB
Bp.un.103, an.2 or 30IL

B zacenanmero Ha KOMHCHATA HE C€ SBHXA YIBJIHOMOUICHH NPEIACTABHTEIH HIH
npencrasuteny Ha Menuu 1 CHIL

I[IpejcenaTensT Ha KOMMUCHATA JOKIalBa MNPENCTaBeHHSA OT JEJOBOACTBOTO Ha
BEL3IOKHTENS CHHUCHK HA YYaCTHHLMTE B OTKpuTaTa mpoueaypa mo 30I1, nmojpeneHu 1o
TNOPEAHOCT HA BHACAHE Ha JOKYMEHTAIHATA 32 YUaCTHE B IIPOLICAYpPaTa, KaKkTo CIeBa.

1.”Bynrepmen Be” QO[] — Bx. Ne125/16.03.2018r, 13.21 yaca;

2. “MEJODAPMA® EQOJ — Bx.Ne126/19.03.2018, 09.10 uaca;

3.”MC ®apma” Al — Bx.Ne127/20.03.2018r, 12.10 uaca;

4 MEJIEKC” OOJ1 — Bx.Ne128/20.03.2018r, 12.12 vaca;

5."COOAPMA TPEMIWHI™ AJl - Bx.Ne129/21.03.2018r, 09.10 waca;

6.“OAPMHET" AJl ~ Bx. No130/21.03.2018r, 09.15 vaca;

7.7AJITA DAPMACIOTUKEBIC” EOOJ ~ Bx.Ne131/21.03.2018r, 09.17 yaca;

8. “OAPKOJI* ALl - Bx. Ne132/21.03.2018r, 09.30 uaca;

9.”dbOHUKC dapma” EOOJ — Bx.Ne133/21.03.2018r, 09.50 vaca;

10.“POLL BBJITAPUS“ EOOJI — x.Ne134/21.03.2018r, 10.26 yaca;

11.”B. Bpayn Meaukan” EOOJI — sx. Nel136/21.03.2018r, 14.55 gaca.

KomucHATa 3a04Ha OTBapsHe Ha MOJaieHATe OEePTH H KOHCTATHPA CIeNHOTO:

1. "Byarepmen Be” O0/I — OdepraTa ce HaMepH B ONIAKOBKa — 3/[paB, HENPO3paseH,
KBATOKAAR INKK ¢ Haguue ,, JOKyMeHTH 3a y4acTue B 00uiecTBeHA noppyKa’, ¢ IpeaMeTa
JlocTaBka Ha nekapcTBEHH NPOAYKTH 1o IIpunoxenue Nel®, 3a OIT Ne2. Cren oTBapaHeTo
Ha IUTHKA ce HaMmcpl 20p manmka M IUIMK ¢ Haamuc ,lIpeanaradd NEHOBH napamMeTpH .
[IspBaTa manka e ¢ deiaHa cTpanuia Omuc Ha Npe/CTaBEHUTE JOKYMEHTH B odeprara 11
Toukn. Bropara mamka IIpennoeHHe 3a M3NBIHEHHME Ha HOpBUKara, IIpuioxeHue Ne3.
Hanuue ¢ moanvc Ha ynpasutens Backn Kupos n neuar. Tpumara 4ieHOBE HA KOMHCHATA
IIeproneta [letea, Ilmamen Ilerxkos u Kpacen MuTEB noamucaxa TpPEiCTaBEHHTE
IIpennoxenye 3a H3MBIHCHHE HAa TOPBUKATA M IUIHK C ,,[Ipejutarany HeHOBK mapaMeTpu’.

2.“MEJODPAPMA® EOOJ - Odeprata ce HaMepd B OIIAKOBKA — 3/1pas,
HeIpo3padeH, kadss miuk ¢ Hagmic ,,OdepTa 3a yyacTHe B OTKPHTA IPONENypa 3a Bbh3/1araHe
na OII ¢ npeamMer ,,JlocTaBKa Ha JEKapCTBEHH OPOAYKTH 10 IIpHIOKeHHE Nel®, za OIT Nel.
Cnex oTBapsHETO Ha IUHKa ce Hamepuxa 16p IIBI[ nanxa m 37paB, HEMPO3patieH IHK C
Hayimic ,,IIpennarany NeHOBH napaMeTpu”. B mamkaTa ce HaMepH 4YejHa CTpaHHna Cnuc Ha
peficTaBeHuTe JOKYMeHTH 11 Touxy. JloKyMEHTalMaTa & IoAnHCcaHa oT T'eopru KatunoB,
YIIBIHOMOIIEH TIpEACTaBHTEN OT yrpaputens Axuneac llanrapuc, xaro TpeACTaBs 3aBepeH
npenuc Ha OBarapeky e3ux or MBHP, [upekuwst ,,KoHCyICKH otHomesnus”, ot 07.04.2015r,
¢ IpaBo 3a YYacTHE B MPOIETYPH 38 OOIECTBEHH MOPBUKH. TpuMara WwieHOBE Ha KOMHCHSTA
[Ipeonera Iletesa, Ilnamen Iletkos u Kpacen Mutes noamucaxa npelCTaBCHHTE
[IpeanoxeHHe 3a H3NEITHEHHE Ha TTOPBYKATa U TIJIHK C ,JIpe/araiy LeHOBH IapaMeTpH .



3.”"MC ®apma” ANl - Odeprara ce mamepy B onmakoska — 371paB, HEPO3padeH,
kahsB MWIMK ¢ Haamuc »Otepta 3a yuactue B OTKpHTa NIpOoLeHypa 3a Bhanarane Ha OII ¢
npenmer ,JlocraBka Ha iekapcTBeHH nponyxty no Ilpunoxenne Nol“, 3za OIT Noe2. Cuen
OTBApAHCTO HA IJIHKA Ce Hamepuxa 26p IIBI] mamku u 31paB, HEIIpO3payeH ILIMK ¢ HANITHC
»IIpennarany nexosu napameTpu®. B nbpsara nanxa ce HamepH genda ctpanuna OmnHc Ha
NPEJCTaBCHHTE NOKYMEHTH 8 TOUKH. BEB BTopata nanka ce Hamepu [lpemnoxenue 3a
H3NBIIHCHHE Ha TOpBykata, [Ipunosxenue No3 i NpunoxKeHus. JlokymenTanusTa e noaoucasa
oT Kanosn Apcenos, usnenuuresnen aupexrtop. TpuMara wieHOBe Ha KOMHCHATA Hspeonera
" llerera, ITnamen ITetkoB H Kpacen Mutes nopmucaxa npeacraseHute Ilpemmoscenue 3a
H3MBIHCHHE HA IOPBYKATa M ITHK ¢ ,,[Ipenarann nexosu napameTpu®,

4."MEJEKC” 00J — Odeprara ce mamepn B omakoska — 3[paB, HENpo3payeH,
KBITOKaQAB [UIHK ¢ HAmNMC 3a yuactHe B OII , JloctaBka Ha JIEKapCTBEHH IPOIYKTH HO
Hpunoxenue Nel® 3a OIT Nel 1 OIT Ne2. Crex orBapsaneTo Ha rnka ce HaMepuxa 36p TIBI]
nanuky. ITeprata ¢ magnue Onuc Ha AOKYMEHTHTE M HHOOPMALHMATA CHABDKAWM ce B
otaprara, 14 Touxu. Bropara u TpeTara nianka ca cboTseTHO [Ipeioxkenue 3a HabIHIHE Ha
nopsHkata 3a OIT Nel u crorserno 3a O No2. Texunueckure npesoxenns u ogeprara ca
TIoAnucany oT A-p Emun Mawes, ynpasuten. Hamepuxa ce u 26p 3npasu HENpPO3payuHH ILIHKA
¢ Hauuuc ,,JIpejutarany neHoBH napameTpu”, chorBeTHO 32 OIT Nel 1 Ne2. Tpumara unenoge
Ha xomucuara Ilwpsonmera Iletema, Ilnamen Ilerxom H Kpacen Muter noanucaxa
ipencrasenute 26p Ilpemnoxenwe 3a usmbiHeHme na noppukara ¥ 20p miIHKoBRe ¢
»LIpejutarany nenosu napaMmerpu‘,

5."COPAPMA TPEHUJIHHI™ ANl — Odeprara ce HAMCPH B OnaKoBKa — 31paB,
HCTPO3paYeH, XLAT UK ¢ HAATUC »Odepra 3a OIT , Jlocraska Ha JEKapCTBEHH IIPOAYKTH
1o Ilpunoxenue Nel®, Cren OTBapAHETO HA IIHKA ce HaMepuxa 26p nanku IIBLI. I&pBara c
UenHa cTpanuna Onuc Ha npeacraBeuTe AOKYMEHTH B ohepTata 6 Touku. Bropara manka e
npunoxeno Texauueckn npemnoxenus 3a M3NBAHCHHE Ha NIOPBYKATA, ChOTBeTHO 3a OIT Nel
u OIl Ne2, nopmmcanm ot Pymer Kones, PEr.MCHHIKED ,,IIponam6bu®, ¢ npumoxeno
ITbIHOMOIIHO HOTApHaIHO 3aBEPEHO per.Ne7503/19.12.2017r, Horapuyc JI.Corupoma, ¢
paiion Codius, p.Ned00 u TipesaBepeHo konue Ha 22.01.2018r. Hamepuxa ce 26p 3npasu
HEIPO3PAYHY TUIMKOBE ¢ HannHC ,,IIpennarany nesory napametpu™ 3a OT1 Nel u 3a OIT Ne2.
Tpumata wienose ma xomucusiTa IIspBonera Iletesa, MMiuamen Iletkos u Kpacen Muten
fodnucaxa nipeacrasennre 26p [Ipentoxerne 3a wamsienye Ha NopeuKara v 20p ruHKose
¢, JIpennaranu nesosu napamMeTpu®,

6.“OAPMHET* AJl — Odeprara ce mamepu B omakosxa — 31paB, HENpPO3paycH,
KapsaB mamk ¢ nagmmc Odepra 32 ywacrue B OTKpura npoueaypa 3a ,JocraBka Ha
JICKapCTBEHH NPOAYKTH 1o Ilpunoxenne Nel®, 3a OIT No2. Cren orBapaneTo nHa minka ce
HamepHXxa 26p 3ApaBH, enpo3pavnu IJIMKOBE, ¢ Haamuc: , [Tmik Nel — JJokymerTy 3a nonbop”
u ., [ Imax Ne2 — Ilenoso npeanoxenne”. OTBOpH ce IuHKa ¢ MOKYMEHTHTE 3a HOXO0p, B HETO
¢e Hamepuxa 20p IIBI] mamku. ITepBata cne 3asBienue 3a y4acTHe, HA YeiHA CTpaHuua
CNHCBK NOKYMEHTH, NpencTaBenn s odeprata 11 TOYKM. Bropara manka cwnanpixa
Texuuuecko npemmoxenme, ¢ TIPHJIONEHO IBIHOMOIUHO, ACKIAPALMH, IIPeJCTABAHE Ha
(hupmara. Odeprara, Texumueckoro IIPENIOKEHHE Ca IOATIMCAHM OT Becemuy Mapeuxy,
YOBJIHOMOLIEH OT Becka Mapeuka, uamsnaanrenen AHPEKTOP, IO ITBIHOMOILHO peT. No29 ot
08.01.2018r, Ha Hotapuyc $.Hecropos, per. NeOll, sasepeno xorms per.Ne373 or
19.03.2018r, Ha motapuyc C.lancea. Tpumara unenose Ha KomucusTa IInpBonera Iletena,
Inamen Iletko u Kpacen Muten loZncaxa npencraBenute [pennoxenue 3a u3IbineHme
Ha nopbHxara v Ik ¢, JIpeanaranu nenopn TapaMeTpu®,

77AJITA ®APMACIOTHKBJIC” EOOX — Odeprata ce HaMepH B OlaKoBKa —
3ApaB, HENpO3padyeH, KadaB IUIHK ¢ HAgmHC »Odepra 3a yuacrue » OTKpHTa npolienypa
»HA0CTaBKa Ha nexapcTsenn IpoRykTH 1o Ilpmwioxenne Nel®, 3a OII Nel u Ne2, Cren



OTBAPSHETO Ha IINIHKA CE HAMEPH Tanka ¢ 4YenHa crpaduua OmHC Ha MpeJCTABEHUTE
AOKYMEHTH 3a noadop, 11 Touku, xakro u 20p Oenu 3xpaBy HEIpO3pauHM IUTKKOBE C HAMIHC
»lIpeanarany 1eHoBu mapameTpu’’. B mankata ce HamepH NpuIIokeHO llpemnokeHHe 3a
U3NBIHEHHE Ha TophuKaTa, 206p choTBerHO 3a OIl No m Ne2, EEJIOIL MHokymentuTe ca
noanucasy Tomop Jloues, ynpasuren u ot Becka Yexora Konera, nbnuomonmux Ha Tomop
Houes, ynpasuten ¢ per. Nel6610 ot 20.12.2017r, noM.Hotapuyc M.Uraunosa, npu HoTapuyc
HoTapuyc Muna EneBa, per. Neld40, cne zaBepeHo korme per.. Ne3511 ot 16.03.2018r.
Tpumara wnenose Ha koMmucHaATa [IepBoneta IlereBa, Ilnamen Iletkos u Kpacen Mutes
mojnucaxa IpeiacTaBeHHTe [IpennoxeHHe 3a H3NBIHEHHE Ha MOPhYKAaTa H IJIHK C
»l Ipeanarany 11eHOBH TapaMeTpH .

8.“®APKOJI“ ALl — Odeprara ce HAMEPH B ONAKOBKA — 3/IpaB, HEMPO3payeH, Kadsn
IIHK ¢ Haamuc ,,Odepra 3a yyacTHe B OTKpHTa Ipolienypa 3a peanarane Ha Ol ¢ mpeaMer
.»/lOCTaBKa Ha JekapcTBeHH npoaykrd mo ITpumosxenue Nel®, 3a OIT Nel u OIT Ne2. Cnen
OTBapAHETO Ha IJIHKa ce Hamepuxa 30p mxobome u 20p mumkoBe ¢ Haamuc , [lpesuarane
LICHOBH napaMeTpr‘. B mbpBus micob yenHa cTpaniua Onuc HA NPENCTABEHUTE JOKYMEHTH 4
TOoYKH. B ocrananute nea mxoba ce namepu Ilpesuioxkenue 3a U3NBIHEHHE Ha IOPBYKATA 34
OIl Nel u mropusr 3a OIl Ne2. JlokymenTauusTa € mogmucada or Paito Kapues,
YIIENTHOMOLUEH IIpejcTasuTen o1 ynpasuteaute Taus Muntesa Bazoresa u ['eopru bazotes,
ceoTBeTHO M3n.nupexrop u Ilpencenaren va CJI. [Ipencrass ce EEJJOII, noxnucan ot Taus
Mumyepa-basoreBa, ['eopru bazoteB u [lanuen Panynos. Tpumara ieHOBE Ha KOMHCHSTA
[IepBonera Ileresa, Ilmamen Iletkor m Kpacen MnuteB noanucaxa mpeicraseHure 26p
IIpennoxenne 3a M3MBJIHEHME Ha IOpbuYkaTa H 20p mnukoBe ¢ ,llpemnarany IieHOBH
napaMerpu’,

9.@bOHHKC ®Papma” EOO]J] — Odeprata ce HaMepu B OIAKOBKA — 37paB,
HENPO3PAyeH, A BJT IUHK ¢ Haamxc ,,3a yuyacTe B OIl , JloctaBka Ha JeKapCTBEHH IIPOIYKTH
no Ilpumoxenue Nel®. Crnen oTBapsHeTo Ha IUIMKAa C€ HAMEPHXA IAlKA C YeJTHA CTpaHHIA
Omnuc Ha npeacTaBeHHTE JOKYMEHTH B odeprara 4 Touky, [IpeanoxkeHue 3a H3NbIHEHHE HA
noppukata 3a OII Nel m BTOpH KOMIUIEKT CBINUTE AOKYMEHTH 3a yuacTHe B OIT No2..
IIpennoxennara 3a H3NLIHEHHE Ha MOPHYKaTa, ONMHCHT noanucano oT Kpacumup Hukonaes
1 Janwena Hukonosa — NIBIHOMOLIHHLIM, ¢ IBIHOMOLIHO per. Ne204/29.01.2018r, na
Horapuye I.Komcanosa, CPC, p.Ne049, zaBepka Ha konmero per. Ne435 or 27.02.2018r,
Hotapryc Hp.Panesa, p. Ne051. EEJIOII, noamucan ot Huxonait Kones, Becennn Kynes,
IOnuan AtanmacoB u Pamoctun JlumutpoB, ynpasutesnu. Hamepuxa ce 20p 3xpasm
HEeNpOo3pavHH IUIHKOBe ¢ Hagnuc ,,JIpemmarann neHosn napamerpr’ 3a OIT Nel u 3a OIT Ne2.
Tpumara ynenose Ha xomucHATa IInpBonera Ilerera, IInamen Iletkor M Kpacen Mures
noAnucaxa npencraeeHuTe 20p [IpeanoxeHue 3a H3IbIHEHHE HA NOPhYKaTa ¥ 20p IIKKOBE
¢ ,,[Ipemiarany LieHOBH napameTpu”.

10.“POII BBJITAPHUA“ EQOOJ ~ Odeprara ce Hamepyn B ONAKOBKA — 3/PaB,
Helpo3spaueH, Kahse ik ¢ Haanuc ,,Odepra 3a ygacTie B OTKpHUTA NPONE/ypa 32 Bh3JaraHe
Ha OIl ¢ mpemmer ,,JlocTaBka Ha ekapcTBeHH npoAyKTH o [Ipunoxkenue Nel®, 3a OIT Ne2.
Cnen oTBapaAneTO Ha nHKa ce HaMepuxa 20p [IBI manku ¥ mmmk ¢ wagmuc ,[Ilpeanaranu
neHoBH napamerpu’. [IspBara nanka ce HaMepH ¢ uesiHa crpanuna Onuc Ha NMpejCTaBeHHTe
poxymeHTH 11 Touku, EEJ{OIT u npunoxkenus. Bes Bropara nanka ce Hamepu [Ipemnoxenue
3a H3ITBIHeHHe Ha nopsukata 1Mo TC za OIf Ne2. JloxymenTanusra € noanucana ot I'eprana
3apeBa, THPrOBCKH IIBIHOMOIIHMK 110 THProBcke NBIHOMOIIHO per. Ne4383 ot 14.07.2016r,
Ha Hortapuyc Cr.Oumunos, p.Ne508, CPC, ynbaHomomeHna oT Metoaus YamuxoBeKH H
Eprennii Huxomaep Huxonos, ynpasutenn. Hamepu ce M TBProBCKO I'BJHOMOMIHO Ha
I'eprana Munanosa 3apesa, per. No3256/16.09.2016r, na Hotapuyc Enka Minesa. EENOIT u
[pemsioxkene 3a HURIBIHEHHE Ha IOphUKarta ca nojanucapuw oT I'eprama 3apesa,
OBIHOMOIMHHK H EBrenwii Huxonop, ynpaeuten. TpumaTa dneHoBe Ha KOMHCHATa
Ilvpeonera Ilerema, Ilnamen IlerkoB u KpaceH Murter moamucaxa HpeacTaBeHuTe 20p



[Mpemnoxenne 3a HM3MBAHEHHE HA mopbukata W 20p mmukoBe c ,,llpemmarand I1eHOBH
napaMeTpu’.

11.”b. bpayn Meaukan” EOOJ] — Odeprara ce Hamepd B ONaKoBKa — 31pas,
HETIPO3pPayeH, XbJT IUIHK ¢ HAAMHC ,,J{ocTaBKa HA JIEKaPCTBEHH IpPOAYKTH ro [IpHioxkenue
Nei®, 3a OIl Nel. Cnen oTBapsHeTO HA IINHKa Ce HAMEpH YepHA IalKa-KIachop C 4elHa
crpaauna ONHC Ha Ope/cTABEHHMTE AOKYMEHTH B odeprara 4 TOUKY, KAKTO B IAIIKATa CE
Hamepy NpHIoKeHO TeXHUUECKO NPEToKEHHE 32 H3IIHJIHEHHE HA [TOPBUKATA, IIOAIHCAHO OT
Xopet Hlroep u Iletsp Acenos, npoxypuct. EEJIOIL, noxnucan ot Xoper Iiioep, Mandpen
I'perop Mapre, ynpasutenst, Hanuena ['nnuxosa — Hosoran u ITeThp AceHOB, IPOKYPHCTH.
Hamepu ce ¥ 31paB HempospaueH ILIMK ¢ Hanmuc ,.[lpeanaraku ueHoBH mapaMeTpu’ 3a O
Nel. Tpumata uieHose Ha komucusta [Tepposera Ileresa, [Tnaven [Merkor u Kpacen Mutes
TIoATmMcaxa npejcTasenuTe 26p [NpeIoxeHHe 3a HATBIHCHHE Ha NopeYKaTa H 20p ILIHKOBE
¢, [Ipeqnarann 1eHOBU MapaMeTpH®.

Ha ocHopanme wn.54, an.6 or III30I, ¢ u3BbplieHHTe NEHCTBUA IPHKIIOUBA
ImyOAMYHATA YACT OT 3aCeAAHHETO HAa KOMHCHSTA.

Komucusra npuxmousa padbota B 14.30 gaca.

Komucusara npogsiokasa padbora va 23.03.2018r, 11.00 yaca.

KomucuaTa 3a11098a pasIiIeKIaHETO Ha 3as9BJEHHETO HA YYACTHHKA M HANMYHMETO HA
n3uckyemute no wi.39 or IIMB30I1 u uznckyemure CH OT BB3/I0KATEN JOKYMEHTH.

Ilo m3uckBanuaTa na Bu3joknrens Beska odepra TpsadBa aa chaAbpxa:

Onakoskara BK/JIIOUBA CJICHUTE JOKYMEHTH:
2.1.IHanka Ne 1 ,,3asiBiieHMe 32 yuacTHe”, KOSTO BKIIOYBA:
2.1.1.0nMc Ha npencTaBeHUTE JOKYMEHTH;
2.2.2.EquHen eBpOICHCKM JOKYMEHT 32 OOINCCTBEHM NOPBYKH ¢ HH(OPMALs OTHOCHO
JIHYHOTO CBCTOSHHE Ha YHACTHHKA M KpUTCpHHTE 3a moabop /  EEAOII — Ipunooicenue
No2/:
2.2.11anka Ne2 ,, TexHHuECKO NIPEAI0KEHHE», KOETO ChIbPKA:
2.2.]. JIoKyMeHT 3a YNBIHOMOLIABaHe, KOTaToO JMLETO, KOETOo NoxaBa odeprara, He €
3aKOHHUAT [IPEJICTABHTEN HA YYACTHHKE,

2.2.2.Ilpennoxenye 3a H3ObJHEHHE Ha MOPHYKATA B CHOTBETCTBHE C TEXHMYECKATA
crnenM(pHKalts, M3TOTBEHO 10 [lpunosicenue Ne 3.

2.2.3. lexnaparus 3a ChITIacHe ¢ KJIay3uTe Ha JOToBopa - [lpuroocenie No 4;

2.2.4. [lexnapanus 3a CpoKa Ha BajlMAHOCTTA Ha odeprara - Hpurooicenue Ne 5;

2.2.5. lexnapanus, 4€¢ KOJIH4YECTBATA 32 JIEKapCTBEHUS NPOAYKT Ca HANHYHH, B CIYYauTe [0
411 55 an. 6 ot 3JIIIXM - cBoGomeH TekcT;

2.2.6. [lewnapauus 3a OCHTYpsBaHE HA HEOBXOIMMMTE KOJMYCCTBA Ha OQepHpaHHTE
NPOAYKTH 32 LIEIHA CPOK Ha IOTOBOpa — CBODOJEH TEKCT;

2.2.7. Jlexnapauus, dUe NpelaraHuTe JIEKApCTBCHM NPOAYKTH ca pETHCTPHpaHu 3a
ynotpeba B cTpaHaTa M INPHTEXKaBaT paspeliMTeNHu 3a ynmotpeba, ceriacto 3JIIIXM,
NpUTEXKABAT CEPTH(OHKATH YIOCTOBEpPABAILM KAYCCTBOTO HA NPOLYKTHTE, JHIICBAT
opULMATHY CHOOWIEHHS MIH OrpaHHYMTENHM MEPKH 3a yhoTpeba Ha JeKapcIBEHH

MIPOOYKTH - ¢ IToANHC ¥ MOKBp meyar, [TO OBPA3EIL] .

2.2.8. [lexsapauus, 4e odepHpaHUTE JEKAPCTBEHH NPOAYKTH HMMAaT HOPMATHBHO
OIpeAesneHa UeHa, ChIylacHo wi. 261a, an. 1 ot 3JINIXM u npeparanara ot yyacTHHKA IicHA
He HaJBHINABA CTOWHOCTTA HA OIIAKOBKA H34HCIeHa Ha Gaza pedepeHTHa CTOHHOCT, B
CIydal, 9e y4acTHMKBT OBAe OIpelencH 3a M3NMBIHHTE] AaBTOMATHYHO e ChoOpasfBa
NPOMEHUTE Ha ABPIKABHO peryjlHpaHHTE IIeHH, KOraTo € B Ioj3a Ha Be3goxuTens # e
J0CTaBsA JIEKApCTBEHUTE IPOAYKTH HA HAMANEHHTE UEHH, CUNTAHO OT JATATa Ha NIPOMSIHA Ha



rocnenHuTe B [Jo3uTHBEH IEKAPCTBEH CIIMCHK - ¢ TORMMC ¥ MOKBD neyart, [10 OBPASEILL

2.2.9. Otnocuo OIT Ne2, nomeHnknarypa Ne63 - yuacTHULMTE B IPOUEAYpaTa, Aa NPEAOCTaBAT
"KpaTKa XapaKTCPHCTHKA Ha npoaykra', B KoATo 1a umMa uapuKarms 3a [ACT!!

2.3.J1ankaNe3 ,,Jlenoso npenaoxenue”- ,,[{eHOBO IPEINIOKEHHE HA YYACTHHKA™ CE& H3TOTBA
no Hpunoowcenue Ne 6 " /; TIpenctass ce #a XapTHEH H MarAuTCH nocuren/

OTHOCHO ChOTBETCTBHE HA YMACTHHI[HTE C KPHTEPHHTE 32 NoAGOp

B X
3, YYacTHUIUTE JAEKIAPUpPAaT JHICATa HA OCHOBAHMSATA 32 OTCTPAHABAHC H CBOTBETCTBHETO CH
c KpuTepuute 3a Ionbop  Upe3 TpPEACTABSHC Ha EnuneH eBpOINCHCKH JOKYMEHT 32
obmectseny nopkuke /EEJOII — Ipunodicenue Ne2/.

* B mosu OOKyMeHm ce npedocmags cvomeemuama unpopmays, usUCKeana om
GbINOCUMENs, U Ce nocoyeam HayuonarHume 6asu dannu (nybauyHume peaucinpu), 6 KOUmo
ce cvowpocam Oekrapupanume 06CMOAMENCMEd, AU KOMNEMEHmHUMe Op2aHY, KOumo
CHIIACHO 3AKOHOOGMEICMEOMo HA O0bpPICABana, 6 KOAMO YHACHHUKBIM € YCMAHOGeH, cd
DNbACHU 0a nPedOCMABAN UHQOPMAYUA.

* Kosamo usuckeanusma no wn54, anl, m. 1, 2 u 7 om 30II) ce omuacam 3a nogeye om
eOno Tuye, SCUYKY JUYA NOONUCEam eOut U Cbll EEJOIL

* Kozamo e Haiuye Heobxodumocm om 3awumd Ha JudHume JanHu UAY NpU pasiudue @
obcmoamencmeama, CEbPIAHY € AUHHOMO  CvbCmoANUe, unhopMayuAma  OMHOCHO
uzucreanuama no ya.54, an.l, m.1, 2 u 7, ce nonwuasa 8 omoenen EEHOI 3a scaxo auye Wil
3a HAKOU oM Auyama.

Mayuckpanua KbM YYACTHHIHTE IX0 OTHOIIEHHE HA JHYHOTO HM CLCTOAHHE:

4.1. VispckpanHsg KbM y9acTHHIMTe 1Mo w54, am 1 oT 3011 - ocHoBaHHS 3a
3aXBJKHTEIHO 0TCTPAHABAHE:

HopMaTHBHOYCTaHOBEHHTE H3HCKBAHHA HA UL 54, an.1 ot 3001 OTHOCHO TMYHOTO CECTOAHKE
HA YHaCTHHMIHTE Ca A0COIIOTHO 3aTBIKHTEIHM, 3aT0BA YIACTHHIH, KOUTO HE OTrOBApAT Ha
[IOCOYEHHTE M3WCKBaHHA e OBJaT OTCTpaHeH  OT yJacTHe B HpoNeAypaTa. . )

4.2. WauckpaHus KBbM ydacTHHUMTE mo w155, axl eor 30H - ocaHoBaHHH 3a
He3aAB/EKHTEIHO OTCTPAHABANE:

HopMaTHBHOYCTaHOBEHHTE H3HCKBAHMA Ha L. 55, an.1 ot 3011 0THOCHO JIHYHOTO CBCTOAHKE
Ha YYacTHHIMTE Ca He ¢a 3aIbLJKHTENHH, 3aTOBA YYaCTHHIM, KOWTO HE OTIOBapAT Ha
[IOCOUEHHTE H3UCKBaHUA HAMA Ja OBAaT OTCTPaHeHH OT Y4acTHE B poleaypaTa.

* Vyacmuuyume ca ONvICHU 0a YBEOOMSM NUCMEHO BbINOJCUMEN 6 3-Onesen cpox om
nacinronaane na obemoamencmeo no 4n. 54, an. I om 3011,

MepKH 3a J(OKa3BaAHE HA HAACKAHOCT:
5.1. Y4acTHHK, 3@ KOTOTO Ca HAIHIE OCHOBAHHS Mo 4A. 54, an.l om 3011 yma mpaso Ja
TpesICTABH JOKa3aTeNCTBa, Ye € MPENPHEN MEPKH, KOWTO rapaHTHpaT Herosara HaJleXKAHOCT,
BBIPEKH HANHYHETO HAa CHOTBETHOTO OCHOBAHHUE 33 OTCTPAHABAHE.

5.2, Korato 3a y4acTHuKA € HAIAIE HAKOE OF OCHOBAHHUATA 38 OTCTPAHABAHE 110 HII. 54, an.l
ot 3011 1 mpeau mojaBaHeTo Ha odeprara Tolf € mpeAnpHENT MEPKH 32 JOKA3BaHE Ha CBOATA
HAISKIHOCT, TE3H MEPKH CE OIIHCBAT B EEJOII. YuacTHHKHT NPEACTABs KATO KOKa3aTencTBa
33 HAafeX/HOCTTA CH JOKYMCHT 3a M3BBPLICHO NfalllaHe WK CHOPasyMEHHE, HIH JIpYyT



JOKYMEHT, OT KOHTO Jdd € BHIOHO, Y& 33]IBJIKCHHSITA ca obesneyenu MIIH Y€ CTpaHuTE ca
JOI'OBOPHIIE TAXHOTO OTCpOYBaHe HIIH PasCpouBaHe, 3a8HO C MOTacHTCNEeH MIad UMM ¢
IOCOYEHH HaTH 34 OKOHYATEIHO H3MIAlNaHe Ha THIDKHMHTE 3AaABXKCHHA U e B Ipouec Ha
H3NMAIIaHe Ha ABIDKHMO OGGBIIIETCHHG, HIIH AOKYMEHT OT ChOTBETHHS KOMIICTEHTCH oprad 3a
HOTBBPAKACHHE HA OHCAHUTE OGCTOHTCJICTBa.

Bwanoxwutensr npeuensna HPEINPHETHTE OT YYaCTHHUKA MEPKH, KaTO OTYHTA TCKECTTa
H KOHKDETHHTE 0BCTOATENCTRA, CBBP3AHM C IPECTHIICHHETO I HapyuresueTo. B cnyyait ye
NIPEAIPHETATE OT YYacTHUKA MepkM ca NOCTaTBYHM, 3a Aa ce TrapaHTHpa Herosara
HAJICKIHOCT, BB3JIOKUTENAT HE TO OTCTPAHABA OT npouenypara. MoTHBHTE 32 NpHeMane umn
OTXBBPIIAHE HA NPELNPHETHTE MEPKH 34 HANexIHOCT OT YYacCTHHKA M NpEACTABEHHTE

- AOKA3aTe/ICTBA C& HOCOYBAT B PEIOICHHETO 34 Kltacipane.

ManckBanus kpm YACTHHUIHTE, CBBD3AHH ¢ KPHTEPHHTE 32 moadop

C kpumepuume 3q n000op ce onpedensm munumannume u3NCKeanua 3a
oonycmumocm na ogepmume.

MsuckBanus oTHocHo rommoctTa (mparocnocoGuocTra) na YUACTHHIHTE 3a
YupaikHaBaHe Ha npodecHoHa Ha KefiHocT:

6.1.1 Yuactruuure TpsabGea 1a ca PCTUCTPUPANK KaTO THPTrOBOH H Ja MMAT IpaBo ja
OCBIUECTBABAT TBPFOBHS HA €APO C NEKAPCTBEHH HPOAYKTH B CHOTBETCTBHE C HOPMHTE Ha
3akoHa 3a jeKapcTBeHATE IIPOAYKTH B XyMaHHATA MEAULMHA (3IIIIXM).
3a fokasBaHe Ha CHOTBETCTBHETO o TIOCOYCHOTO H3HCKBaHE YYacTHHUHTE, CleJBA Aa
npencTaBat uHbOpManug B yact IV pazznen A Ha EEJTOII.

6.1.2. YuacTHunmMTe Tpa6Ba na mMar 1IPaB0O J1a H3BBLPIIBAT THPTOBHA HA €pO ¢
JICKAPCTBCHH NIPONYKTH, CHABPIKALM HAPKOTHYHH BellecTsa, chriacHo Hapen6a 3a pena za
KIacH(GHUHpaHe Ha pacTeHHATA W BELIECTBATA KAaTO HAPKOTHYHH, MO pefa Ha 3akoH 3a
KOHTPOJI BBPXY HAPKOTHYHHTE BEIECTEA H Ipexypcopure (3KHBII). 3a pmokaspane ua
CROTBETCTBHETO € [IOCOUYEHOTO U3HCKBAHE YHACTHUIUTE, Cne/iba a IPEACTaBAT HEdOpMArs
B uacT IV pasnen A na EEJOIL.

Hudopmayua no m.6.1.2, ce npedcmasa, camo xozano VHACHIHUKBIN_nodaea
odepma_3a _mesu _nomenxnamypnu eQuHuNU om_ofocobena HO3HHUA, Koumo ca
AeKapcmeeny npooyKmu, chOvpyCaU HapKoOmMuHI selyecmea,

6.2.B'I:3JIO?RHTEJ’IHT HC 1I0CTaABA HIHCKBAHHH KbM HKOHOMHYECKOTO H
(l)lIHaHCOBOTO CBCTOAAHME HA YYacTHHLHTE B npoueaypara.

6.3. Uznexpanus oTHoCHO TEXHHYECKHTE BL3MOKHOCTH HA YYACTHHIUTEe

6.3.1 Yuacrauuure TpsbBa na pasnonarar cnc CKIa70Ba 0asa, KOATO OTroBaps Ha
YCJIOBHATA 33 ChXpaHEHHE Ha JIEKAPCTBEHHTE IIPOJTYKTH, 34 la TapPaHTHpPa CBOEBPEMEHHO U
Ka9eCTBEHO M3NBIHEHHC Ha ITOPHYKATA.
3a 1oKa3BaHE Ha CHOTBETCTBHETO C TOBA M3UCKBAHE YYaCTHHLHTE CAEHBA A2 IIOCOYAT
HeobXoauMaTa uHGOPManHs 3a CKiajgoBaTa 6aza, ¢ KOATO pasmonarar 3a chbXpaHeHue Ha
ICKAPCTBEHUTE NPOAYKTH B Tabnuua B: Texuuuecky u npodecHonaHn crocobHocTH, YacT

IV , Kputepuu 3a onbop" va EEJOIT.



6.3.2. YuactaumuTe TpaOBa ja pasnoiaraT ChC COOCTBEHH WIIM HAeTH TPaHCHOPTHH
CPEACTBa, OCHTYPABAIIM IIPABMJHOTO ChXPaHEHHE IIPH TPAHCIOPTHPAHE H paslpOCTPaHEHHE
Ha JIEKapCTBEHHTE TIPOAYKTH.
3a nokasBaHe Ha CBOTBETCTBHETO C TOBA M3WCKBAHC YYACTHHIMTE CIEABa jJa IIOCOYAT
HeoOXomuMaTa WHGoOpMamys 3a TPaHCIOPTHHTE CPEACTBA, C KOWTO paslojarat 3a
H3IBIHEHHE HA NOophykarta B Tabnuna B: Texuugeckn i npodecroHanui cnocoSHOCTH, 4acT
IV ,Kpurepuu 3a moabop" na EEJIOII.

Bb3noxurenaT mMoje Ja H3MCKBA OT VYACTHHIIHTE IO BCAKOQ BPEME JIa IIPEJICTAaBAT
BCHYKM MJH YacT OT JQKYMEHTHTE, Ype3 KOHTO C€ JoKa3Ba uHGbOpMAalHATa, [10COYEHA B
EEMOII, xorarto ToBa € He0GX0AHMO 33 3aKOHOCKOOPA3HOTO NpoBekAane Ha MPOLELYPaTa.

Ilo opramusauuara Ha paborara, KOMHCHATA eAHHOYINHO,
P E LI U

Hamuunero mwa JAOKYMEHTHTE 34 IIOH60p me Owae IPOBCPEHO, KaTo B IIPOTOKOMIa
H3pHYHO IIE C¢ BIOHWMIAT JHIICA HA JOKYMECHTH, HEHOBJIHOTA Ha JOKYMCHTH, KakTO H BCAKO
APYTO OTKIOHEHHE OT H3IUCKBAHHATA Ha 3aKOHA H BB3JOXKHTCHA.

Ilo u3uCKBaHHATA 32 l’IO,H60p KOMHCHATA KOHCTATHpA:

1.”Byarepmen Be” OO/ — Hanuiie e Exunex esporeifickn JOKYMEHT 3a 0BLIECTBEHH
NOPBYKH ¢ MHGOPMANHS OTHOCHO JIHYHOTO CBCTOSHHC HA YUACTHHKA ¥ KPHUTEPHHTE 3a
nonbop, obpasen Nel, mo uM3uckBaHHSATA Ha Brinoxurtens, nojmrmcad oT Bacun Tomopos
Kupos, ynpasuten u Toxgop Huxonos Kupog, ceapyxunk, B EEJIOIT ca HamIeXHO BIIHCAHH:
HH(OpPMAaLH 32 cTaTyca Ha YYacTHHKA KaTO HKOHOMMYECKH OIIEPATOp, NEKIapHpa, Ye HaMa
Jla ¥3M0/13Ba KamalureTa Ha TPETH JIHIA, OCKIapHpa Jinnca Ha 06CTosATencTBaTa o wi.57 ot
Hupextnsa 2014/24/EC, nurnca na 3agbhkeHUs Ha JPyKecTBOTO 1o wi.86, an.6 ot JIOIIK, no
usnaneHo Ynocroseperue ot HAII TJ[ Codug I'IO u comoro or Obumua Coduiicka,
Jupexuua ,,MJ1”, nunca Ba agMHEHHCTpaTHBHA MApka 1o 4404 or KT, 332 mapymenus mo
w61, an.l, w62, an.l wm an.3, wi.63, an.l wmm 2, w118, w128, w1228, an.3, wi.245,
11.301-305 or KT, nexnapupa, de npyxecTBOTO He € 00SBEHO B HECHCTOATEJHOCT, HE € B
MPOH3BOACTBO MO 00sABABaHE B HECHCTOATENIHOCT M JHKBHIALUSA, HE € B CIOpPazyMeHHE C
KpEOHTOPH, NEKJapHpa JIMNca Ha CKIIOYEHH CHOpasyMeHHsS ¢ JAPYr YYacTHHK C Iel
HapyllaBaHe Ha KOHKYDEHIHATa, He pa3rnonara ¢ #HGopMars 3a KOHQIHKT Ha HHTEPCCH, He
¢ MPEAOCTaBAN KOHCYJI'TAHTCKH YCJIYTH H HE € yYacTBajl IO JApYr Hau#H B ITOJrOTOBKATA Ha
npoleaypaTa, HE € OCBXKIAH ¢ NpHChAa Mo mocoueHuTe TekctoBe oT HK B Pb Hmu apyra
JBbpiKaBa, THIICAa Ha JaHBYHH 3aJbkeHHs mo 4162, an.2, 1.1 or JOIIK, HAMa HapyiieHus
YCTAHOBCHH C Haka3aTeNMHO IOCTAHORJEHHE 34 HAPYIIEHHs Ha TPYZOBOTO 3aKOHOAATEINICTBO,
HE ¢ HAJIHIE KOH(QIMKT Ha HHTEPECH, He € HallHlle OCHOBaHHE 3a 3abpaHa 3a ydyacTHe IO
u.22, an.2 ot 3[IYKH, ne e cBnpzano muue o cmMuckaa Ha §2, 1.45 ot JIP Ha 3011, He ca
Hajue obcroarencrrara mo w3, 1.8 or SUPOAPIOITAPCTITAC, nauuu 3a BOUCBAHE B
THProBckH perucThp U U3JaNeHo Paspeleniie 38 ThProBUs Ha eIpo ¢ JIEKAPCTBEHH IPOAYKTH
Ne4-P-T-135/11.04.2008r, ot MAJI, mpumara cbIDOTO H Ha XapTHEH HOCHTEN, 3aeJHO C
Pazpemenue 3a ynorpefa Ha AexapceTBeH npoaykT Ne2-39946/12.12.2017r Ha ,,0KCaHINIATHH
Oynrepmen BE” 5Smr, mva HMAJI, Paspemenue 3a ynorpeba Ha nekapcTBeH NpomyKT Ne2-
26051/15.05.2014r, 3a mpomyxT ,Jouerakcesn axeHpa” 20mr, Ha HAJI, Pazpemenus za
yrnorpeba Ha JeKapCTBEHM HPOAYKTH Ha nuHK www.bda.bg, nocousa B tabnuben Buj 3a



nepuona 2013-2017r xakBH JOCTaBKH Ha JICKAPCTBEHH IPOAYKTH € M3IBIHSABAI M KbM KOH
neyeOHM 3aBefleHHs, AeKnapupa coOCTBEH CKJajl 3a THPrOBHS Ha €APO ¢ JIEKApCTBEHH
ripoaykTH rp.Codus, p-u Cpezen, CIIMCBK Ha TPAHCHOPTHH CPEJICTBA.

Komucuara npuemMa, ye npeuioxKeHHeTo Ha YYaCTHHKA OTTOBaps Ha M3UCKBaHHATA 32
AMYHO CHCTOSHUE U HA KpHTepuHTe 3a noadop. Ipensuj Ha Tora, KOMUCHAT2 €HHONYILIHO

P E I H

NPEAJIOKEHHUETO Ha yyacTHHKA OTrOBapA Ha M3HCKBAHHATA 3a JIMYHO CHCTOSHHE H
"Ha KpUTepHHTE 32 noadop.

2“MEJOPAPMA“ EQOJ - Hanuue e EnuHeH eBponeiickM JOKYMEHT 3a
OOIECTBEHH I1OPBYKH € HH(POPMALHS OTHOCHO JIMYHOTO CHCTOSHHE HA YYACTHHKA |
KpHTEpHHTE 3a noadop, obpazeny Nel, mo H3McKBaHHATAZ HA Bp3moxurteNs, mogoHcaH OT
Axuneac Laurapuc, ynpasuten. B EEJOII ca HamiexxHo Biycasu: HHGOpMALHA 3a CTaTyca
Ha y4acTHHKa KaTO HKOHOMMYECKH OIEpaTop, BeKNiapupa, 4e HIMa J@ H3110J3Ba KanalHTeTa
Ha TpeTH JHIa, ACKIapHpa JHIIca Ha obcTodrencreara 1o w57 ot Hupextusa 2014/24/EC,
JIMNCA HA 3aib/DKEHHs HA JpyXecTBoto mo w162, an2, 1.1 ot JIOIIK, numca Ha
anMuHKcTpaTHBHA MapKa mo un.404 ot KT, 3a napymenus no wi.6l, an.1, w62, an.l wim
an.3, yn.63, an.1 mwmm 2, wi1.118, wi.128, uwn.228, an.3, un.245, w1.301-305 or KT, aeknapupa,
4e JpY)KECTBOTO HE € OOSIBEHO B HECHCTOATENHOCT, HE € B IIPOM3BOJACTBO MO OOJABABAaHE B
HECBCTOATENHOCT M JIMKBHJALMSA, HE € B CNIOPa3yMeHHE C KPEAMTOPH, JeKIapHpa JHIICa Ha
CKIIOYEHH CIOpPasyMEHHs C JPYr YHacTHHMK C LEH HapyllaBaHe Ha KOHKYDEHIMATA, HE
pasnonara ¢ HHGOpMaLus 3a KOH(IHKT Ha HUHTEPECH, HE ¢ MPEHOCTABAN KOHCYNTAHTCKH
YCIAYTH ¥ He e ydacTBand [0 ApPYr HauHH B IIOJrOTOBKATa Ha MPOLEAypara, HE € OCHKHAH C
npuchia no nocodenute Tekctose oT HK B PB mnu apyra neppikasa, nunca Ha JaHbYHH
3anemkenus no 41162, an.2, 1.1 ot JOIIK, HsaMa HapylleHHS YCTAHOBEHH ¢ HAKa3aTEIHO
NOCTAHOBJIEHHE 34 HAPYIUEHHs HA TPYZOBOTO 3aKOHOZATENCTBO, HE € Hanvie KOH(IIMKT Ha
HHTEpECH, HE € HalHuIE OCHOBaHHE 3a 3adpaHa 3a ygactde no w22, an.2 or 3IIYKH, ue e
CBBP3aHO JIHLE 10 ¢MHChNa Ha §2, T.45 ot JIP na 30Il, He ca Hanuie obGCcToATENCTBATA 110
un.3, v.8 or 3UPOJPIOIIOPCTITAC, nanmnu 3a BmucBaHe B THPrOBCKH PETHCTHP H
H3fajeHo PaspelucHUe 3a THPrOBHS HA €IpO C JCKApCTBeHH npojykrtH Ne4-P-T-EU-S-139-
2/11.04.2016r, 6e3cpouno, Jlunensus 3a OefHOCT ¢ HAPKOTHYHH BEIECTBA 338 MEIHIHHCKH
nemd Ne T-94/12.04.2017r, sanumuo no 12.04.2020r, or MAJL, nocoysa B TabiM4yeH BHI 32
neposia 2013-2017r xakBH AOCTaBKH Ha JICKApCTBEHH MPONYKTH € H3NBJIHABAT M KBM KOH
neyeOHM 3aBeleHMA, AeKiIapupa coOCTBeH CKJIAL 3a THPIOBHA HA eNpo ¢ JIEKapCTBEHH
npoxykTH rp.Cobus, cIHCBK Ha pPLKOBOAHHA chcras Ha (upMmara, o0paszoBaHHe H
KBaTHQUKANMS, CIHMCHK Ha aBTOMOOHMIM, MOKYMEHT 334 OCHIYpSBaHE HA KadyecTBOTO,
Ceptuduxar ISO 900:12015, Ne QMS 061219-04, rogen mo 19.12.2018r.
Komucuara npueMa, ue NpeiIosKeHHETO Ha YYAaCTHHKA OTroBaps HA H3UCKBAHUSTA 3d
JIHYHO CBCTOSHHE H Ha KpuTepuuTe 3a noxdop. [Ipeasua Ha ToBa, KOMUCHATA €IHHOYIIHO

P E I U

IMPEJIOXKEHMETO Ha yuacTHHKa OTroBaps Ha M3UCKBaHHUATA 34 JTHYHO ChCTOSHHE H
HA KpHTEpHHTE 3a MoAboD.



3.°MC @®apma” AJl — Hamune e Enmnen eBponeiicku JOKYMEHT 3d OOI{ECTBEHH
HOPBYUKK ¢ MH(pOpPMalHMs OTHOCHO JHYHOTO CBCTOAHME HA YYaCTHHKA ¥ KPUTEPHHTE 32
nounbop, obpasen Nel, no m3MckBaHmsTta Ha Br3noxurend, nmoanucad ot Kamnoss ApceHos,
W3m.nepyxrap, donopec ApceHosa, [Ipencenaren na CJ] u Jlanuena Aranacosa, uner na CJI
B EEJOIl ca Hammexuo BhoucaHu: wuHGOpMaIHsg 3a CTaTyca Ha YYacTHHKA KaTo
HKOHOMHYECKH OIlepaTop, ASKJapupa, “e HSMa Ja H3MoI3Ba KalalUTeTa Ha Tperd JIHIa,
meKmapupa aunca Ha ofcrosrencrsara mo w57 or Hdupektusa 2014/24/EC, smnca Ha
3amBIKeHHS Ha npyxecreoTo o JJOTIK, 3a 3ampmxenus 3a JaHBIH H OCHTYPHTEHH BHOCKHY,
JHIICa HA aAMHMHMCTpaTHBHa Mapka mo wi404 ot KT, 3a Hapymenus no wi.6l, an.l, w162,
an.l win an.3, wi.63, ar.l iy 2, w118, w128, w1.228, an.3, wi.245, w.301-305 ot KT,
JeKapupa, g€ IPYKECTBOTO He ¢ OGABEHO B HECHCTOATENHOCT, He € B IPOH3BOACTBO IO
o6sBsABAHE B HECHCTOATENHOCT H JINKBHAALHS, HE € B CIIOPAa3yMEHHUE C XPEJHTOPH, ACKIapHpa
AMICA HA CKIIOUYEHH CIOPA3YMEHHs ¢ APYT YYacTHHK C LIeNl HapyllapaHe Ha KOHKYPCHIHATA,
He pasnofiara ¢ MH(OpPManud 2a KOH(UIHKT Ha MHTEPECH, HE € IPENOCTaBsNl KOHCYITaHTCKH
YCIIYTH M He € yYacTBaJ 0 JOpYT HAauHH B NOATOTOBKATA HA MPOLERypata, HE & OCHXIaH C
npuchaa mo nocoueHute texcroee oT HK B Pb unu gpyra xbpxasa, munca Ha JaHBYHH
sageioKeHud no w162, an2, t.1 or JOIIK, HAMa HapyIIeHHA YCTaHOBEHH ¢ HAKa3aTEJIHO
IIOCTAHOBJICHUE 34 HApYLIEHUS HA TPYAOBOTO 3aKOHOZATENCTBO, HE € HAIHIE KOHQIHKT Ha
HHTEPECH, HE € HANMIE OCHOBaHHe 3a 3a0paHa 3a yyacTue mo w22, an.2 ot 3IIVKY, ne e
cBBp3aHO JHIe fo cMmuchna Ha §2, 1.45 ot JIP ma 30II, He ca Hanuue 06CTOATENCTRATA TIO
w3, 1.8 or 3UGOJPIOIPCTIITAC, masEx 3a BHHCBAHE B TBHPrOBCKH pETHCTHD,
Jexinapupa coGCTBeH CKian 3a TBPIOBHS Ha €Ipo C JeKapcTBeHH npoxykrd rp.Codus, p-H
Osua xynen, yn.”3emisiHe” Ne35, clIMCBK Ha TPAHCIIOPTHH CPECTBA.
Komucuara npueMa, de IpeIoKeHHETO Ha y9acTHHMKA OTIOBaps Ha HW3MCKBAHHUATA 3a
JMYHO CHCTOSHHE U Ha KpHTepHUTE 3a ronbop. IpeBU Ha TOBA, KOMHCHATA CIHHOMYLITHO

P E II HU

TIPEAJIOKEHUETO Ha yyacTHHKA OTTOBaps HA M3WCKBAHMATA 32 JINYHO ChCTOSHHE U
Ha KpUTEPHHTE 32 TOAbOoP.

.

4 *MEJEKC” OO/ — Hamuite ¢ Ejxunen eBponeHCKH JOKYMEHT 32 ODINECTBEHH
NOPBLYKH ¢ HH(OPMAUMsS OTHOCHO JIHYHOTO CHCTOAHHC HA YYacTHHKA H KPHTCPHHTE 3a
nonbop, obpazery Nel, 1m0 M3HCKBAHMATAZ Ha Bh3jJOXKUTENS, MOANHCAH OT Emun Jaues,
yupasuren H Benusap Jparoes. B EEJIOIT ca majsiesxHo BIucanu: uHpopManus 3a craryca
Ha YYacTHMKA K4aTO HKOHOMHYECKH omeparop, ofosHaveHHe, Y€ € CPeAHO0 NPERNpHATHE,
JCKJIApHpa, 4e HAMa Ja H3MOJ3Ba KaMaWTeTa Ha TpeTd JHIQ, JSKIapHpa JHIca Ha
obcTosTencreara no w57 or MHupexrusa 2014/24/EC, nunca Ha 3aQBDKCHHA Ha
npysxectBoTo 110 91.86, an.6 ot JTOIIK, nurca Ha aTMUHHACTPATHBHA MAPKa 10 w404 ot KT,
3a Hapywenus mo wi6l, aml, w62, anl uin an3, wi63, anl uim 2, 118, wi128,
1228, am3, w245, w.301-305 ot KT, mexknmapupa, ue OpYXeCTBOTO HE € 00ABEeHO B
HECHCTOATENHOCT, HE € B IPOH3BOJICTBO [0 00ABIBAHE B HECHCTOATENHOCT M THKBHIALHUA, HE
e B CHOpasyMEHHe ¢ KPeIHTOpH, JNEKJApHpa JHMIICa Ha CKIIOYCHH CIIOpasyMEHWs C J(pYT
YYaCTHHK ¢ I[N HapyIIaBaHe Ha KOHKYpeHLUsTa, HE pasnonara ¢ uHpopMAIHs 38 KOH(IHKT
HA MHTEPECH, HE € NpPeJOCTaBUl KOBCYATAHTCKH YCIyrH ¥ HE € y4acTBajl MO ApYT HauHE B
IOJIFOTOBKATA Ha MPOLEAYpara, He € OCHKIAH C NMPHCHA IO TOCOUYCHHTE TEKCTOBE OT HK B
PB i fpyra AbpiKaBa, THICa Ha JAHBYHH 3abIDKEHNA 10 Wi.162, an.2, 1.1 ot JOIIK, Hama
HapyIIeHMs YCTAHOBEHHM C HAKa3aTeqHO [OCTAHOBJICHHE 3a HAPYIICHHS Ha TPYAOBOTO
3aKOHOJIATEICTRO, HE ¢ HATULE KOH(IHKT HA HHTEPECH, HE ¢ HANMIC OCHOBaHMe 32 3abpaHa



3a yuacte no un.22, an.2 ot 3[IYKH, ne e cepp3ano nuue no cmucsaa Ha §2, 1.45 ot [IP Ha
30I1, He ca Hanmuile obcrosArencTeara mo wi3, 1.8 ot SUGOAPIOITAPCTIITAC, nannu 3a
BIUCBaHEe B THProBCKH perHcTsp H Perucrhpa Ha NpPOH3BOAUTENHTE Ha JICKAPCTRA, HMaA
u3ajieHo Paspemenue 3a THProBUs Ha €Ipo ¢ JeKapcTBeHH NpodykKTH Ned-P-T-EU-S-110-
1/30.10.2017r, 6ezcpouno, ot HMAJL, JIuumemsma No T-80/19.01.2018r, s3a geiiHocTH C
HApPKOTHYHH BEIIECTBa 3a MEAMLIHHCKH HelH, cpok Ha BanmmaocT 19.01.201900, Paspemenue
3a THPrOBHs Ha enpo ¢ MemunuHcku magenus Ne 4-P-T / MU 104/31.10.2007r, 6escpoyHo,
JEKlIapupa, 4e BCHYKM O(QepHpaHH JIEKApCTBEHHM IPOAYKTH IIPHTEKABAT paspellcHHe 3a
ynotpeba B PB, npunara cemure U Ha XapTUeH HOCHTEN, HMOCOYBa B TabnHyeH BHI 3a
nepuoga 2015-2017r xaxBH NOCTaBKM HA JIEKAPCTBEHH MPOIYKTH € H3TBIHABAT H KBM KOH
‘ne4eOHM 3aBEICHHd, CIIHCHK Ha MEPCOHAN M JUIBXKHOCTH, Jeknapupa cobCTBEHa CKIaxoBa
6asa rp.Codus u ¢.Crpuueso, obnact BapHa, 3a TEpioBUS Ha €IpO C JICKAPCTBEHH TIPOJYKTH,
cepTH(dHKATH 3a CHCTEMH 33 OCHTYDSBaHe Ha Ka4eCTBOTO.

KomucHsaTa npreMa, 9¢ DpelIONEHHETO Ha YYaCTHHKA OTCOBaps HA M3UCKBAHMsTA 34
NHYHO ChCTOAHHE H Ha KpHTEPHUTE 3a nonbop. llpespun Ha ToBa, KOMHCHATA CIHHOIYHIHO

P E II HU

ITPEIJIOKEHHETO na yyacTHHKa OTTOBapsA HAa H3WCKBAHKATA 33 JTHUHO CHCTOSHHE H
Ha KpHTEPUMTE 3a HoA00p. :

57CODAPMA TPEMJAWHI™” AJl - Hamuue e Enunmen €BPOIICHCKH JTOKYMEHT 3a
ODLIECTBEHH NOPBYKH ¢ HHGPOPMAIHS OTHOCHO JHYHOTO CBHCTOAHHE HA YYacTHHKA H
Kputepuute 3a moabop, obpazen Nel, 1o M3MCKBAaHMATA HAa BB3noxuIeN1, NMOANHCAH OT
Humutep Jumurpos, Wsn.aupexrop, Oruau Houes, [pencesaren na CII, Arren ﬁop,uaHOB,
wied Ha CJ[ 1 Pymen Kones, personanes menumxsp npogaxou. B EEJIOIN ca HamiexsO
BITHCAHM: MH(QOPMAIMA 3 CTaTyca HA YYaCTHUKA KaTO HKOHOMHMYECKH OIEpaTop, AeKnapHpa,
4e He yJacTBa B NPOLEAypaTa ¢ TPETH JHLa H HAMa Ja H3MON3Ba KANal|uTeTa Ha TPETH LA,
ACKIapupa Jjunca Ha obcroArtencrBara mo wi.57 ot upexrusa 2014/24/EC, numca Ha
3a/IBIDKEHUA Ha ApYyKecTBoTO 1o w86, am.6 or JIOIIK, nunca Ha agMHHKCTpPaTHBHA MApKa
no wi.404 ot KT, 3a napymenus no wi.6l, anl, w62, an.l uma an3, w63, an.i wm 2,
wr. 118, w1128, un228, an.3, w245, wi.301-305 ot KT, aeknapupa, 4e ApYXecTBOTO HE €
00gBCHO B HECECTOATENHOCT, HE € B NPOM3BOJCTEO 10 0OSBABAHE B HECHCTOSTENHOCT H
MMKBHIAIUA, He € B CHOpasyMCHHE C KpEJUTOpH, AEKIapHpa JHICA H4 CKIIOYEHH
CIIOpasyMEHHA ¢ JIPYT YYaCTHHK C ILIENl HapyllaBaHe Ha KOHKYPCHIUATA, He paslojara ¢
HH(OPMAIKA 32 KOH(IIMKT Ha HHTEPECH, He € NpeocTaBsl KOHCYITaHTCKY YCIyTH H HE €
ydacTBall IO ApYr HA4YHH B IIOATOTOBKATA HA IPONEAYpaTa, HE € OCHKAAH C NPHCHIa HO
noco4yeHuTe TexkcTose oT HK B Pb umu npyra aspxaea, 1unca Ha JaHBYHH 3aJbIKEHR [0
4162, a2, 1.1 ot JJOIIK, HsMa HapylueHHs YCTAHOBCHM ¢ HAKA3ATENIHO IIOCTAHOBICHHE 3a
HAapyIICHH Ha TPYAOBOTO 3aKOHOATENCTBO, HE € HanUlIe KOH(IMKT Ha HHTepecH, HE ¢
HaIHUe OCHOBaHHKE 3a 3a0palia 3a ydacTHe 1o wi.22, an.2 ot 3[IYKH, He e cBpp3aHO jIHIE HO
cMuCBia Ha §2, T.45 or [P na 30Il, He ca Hamuue obcrogrencrsara no un3, T.8 or
SUCOIPIOIIZIPCTITAC, mamHH 3a BoucBaHe B THPFOBCKM PETMCTBP M HM3IJafeHO
Paspemenye 3a THProBus Ha e[po ¢ J€KapCTBeHH IpomykTH Ned-P-T-EU-S-046/29.04.2013r
H  nocnensam  npoMeHH:  Ne4-P-T-EU-S5-046-1/06.03.2014r,  Ne4-P-T-EU-S-046-
2/10.03.2015r, Ne4-P-T-EU-S-046-3/21.04.2016r, 6escpouno, PaspemcHue, per.Ne4-P-T-
/MH-259/09.01.2008r, 3a Thproeus Ha eapo ¢ MU u mocieasammy npoMeHH, Ge3cpouHo,
Jlnuensus 3a neHHOCTH ¢ HApKOTHYHH BemectBa N T-7/01.06.2016r, cpok Ha BamuIHOCT 3
TOAHHM, IIPHJIAra BCHUYKH JNOKYMEHTH M Ha XapTHEH HOCHUTEIN, 3aBepeHH Konud. Ilocodsa B



tabmuyen Buj 3a nepuoma 2016-2017r kakBH JOCTaBKM Ha JIEKAPCTBEHH IIPOIYKTH €
U3IIBIHABAN U KBM KOH JeyeOHH 3aBeICHHS B CLOTBETHHA yYHUKageH HoMep B AOIL cnuchk
Ha MEPCOHI M TI0COYeHa KBanuduxallusd, MEpKH 3a ynpapieHHe Ha OKOJHaTa cpena,
Jeknapupa coOCTBEH CKIIANOBE 3a THPIOBHSA HA €p0 ¢ JIEKapCTBEHHM HpoAyKTH rp.Codusd,
rpIlnosaue u .rp.Benuko THPHOBO, CHHCHBK Ha TPAHCIOPTHH CPEICTBA, JEKJIApHpa
H3NBAHEHHE Ha CTAHAPTH 32 OCHTypsBaHe Ha Ka4eCTBOTO U ChOTBETHH CEPTHOHKATH,CIIHCHK
Ha TPaHCIIOPTHHU CPENCTBRA.

KomucHATa npHeMa, 4e MPeIOKEHHETO Ha YJacTHHKA OTroBaps Ha M3HCKBaHHATA 34
JIMYHO CHCTOSHHE M Ha KpUTepHuTe 3a noabop. [lpenBun Ha ToBa, KOMHCHATa EOUHOIYITHO

P E II HU

[IPEJJIOXXEHHUETO na yuacTHHKa OTroBaps Ha M3HCKBAHUATA 32 JINYHO CBCTOSHHUE H
Ha KPHTEPHHTE 3a MoA00P.

6.“OAPMHET“ A/l — Haanne e Enunen eBponeHckH AOKYMEHT 3a OOIIECTBEHH
MOPBUKH ¢ MH(QOpPMALHS OTHOCHO JHYHOTO CHCTOSIHUE HAa YYacTHMKAa M KPHTEPHUTE 3a
nonbop, obpasen Nel, no usuckeanuata Ha Bwanoxurens, moanucan oT Becka Mapemka,
H3sn.aupexrop, Ceernana Mapemuka, uneH Ha CJ] u Beceaun boxxkos, uien Ha CH. B
EEJIOII ca HajnexxHo BiucanH: HHGOpPMAIIHS 3a CTaTyca Ha YYacTHHKA KaTO HKOHOMHYECKH
OTIepaTop, JeKIApHpa, Ye HaMa Ja U3M0A3Ba KanaluTeTa Ha TPeTH JIUla, AeKIapHpa JIHNca Ha
obcrostencreara o w57 or Hupextupa 2014/24/EC, H30bIHCHH BCHYKH 337BDKEHHA Ha
IPYKECTBOTO 3a IJAINAHEe HAa JaHbUH M ocHrypoBku mo un.86, an.6 ot JOIIK, mama
HApPYIICHHS IO COIMATHOTO, TPY/JOBOTO H €KONOrMYHOTO 3aKOHOMATENICTBO, ACKIapupa, 4e
APYKECTBOTO He € OOABEHO B HECHCTOATENHOCT, He € B IPOU3BOJCIBC 10 0OsBARaHE B
HECHCTOATETHOCT H NHKBHAALIHA, HE € B CIIOPA3YMEHHE ¢ KPEJMTODH, JeKIapHpa JIHIca Ha
CKIIIOYeHH CIIOpa3yMCHHS C JApYTI YYacTHHK ¢ IeJl HapyllaBaHEe Ha KOHKYpPEHUHUATA, He
pasnonara ¢ uHbOpMaNKA 3a KOHGUIMKT Ha WHTEPECH, HE € IPEJOCTAaBsN KOHCYITAHTCKH
YCIYIH M HE € yJacTBasi IO APYr HAYHH B HOJTOTOBKATa Ha IIPOLEAYpaTa, HE € OCHXKAaH C
npHchaa mo nocogenure tekctoBe or HK B P mimm npyra Aspxkasa, numca Ha JaHBYHHU
sanemkennd no w162, an2, 1.1 or JAOIIK, HsMa HapylleHHs yCTaHOBEHH C HAKA3aTEIHO
TIOCTAHOBJICHHE 32 HAPYIICHHUSA Ha TPYJOBOTO 3aKOHOAATENCTIBO, HE € HANHIE KOH(IMKT Ha
HHTEpECH, HE e Hajlille OCHOBaHUe 3a 3abpaHa 3a ydacte 1o 4i1.22, an.2 ot 3[IVKH, we e
CBBpP3aHO JHIE o cMuchia Ha §2, T.45 ot AP ma 30I], ue ca nanuue obcrosTencTeara 1o
wi.3, 1.8 ot SMOOMJPIOIIAPCTIITAC, naunu 3a BnHcBaHe B THProOBCKH PETHCTHD H
Peructop Ha MAJ], Paspemenue 3a ymoTpeba Ha JekapcTBeH mpoaykr NeBG/WDA/MP-
0002/17.01.2018r, UAJI nuak www.bda.bg, nocousa cpe/ia TOJHIIHA YHUCIEHOCT HA ChCTaBa
Ha NepcoHaita, ACKIapupa coOCTBEHHM CKIafoBe 3a TBProBusi Ha eIp0 ¢ JICKApCTBEHH
nponyktd rp.Codusa, rp.Bapua, rp.B.TepuoBo, rp.Jlnopmus, CHOHUCBK Ha TpPaHCIOPTHH
CPECTRa, HAIHYHO CHCTEMH 3a yIIpaBjcHHE Ha Ka4eCTBOTO.
KoMucHaTa IpHeMa, Ye IMPeANIOMEHHETO Ha YYacTHHKA OTIoBaps Ha M3MCKBaHHATA 32
JTHYHO ChCTOSHME M Ha KpuTepuuTe 3a moadop. [Ipensua Ha ToBa, KOMHCHATA €THHORYIIHO

P E I XU :

MMPEJJIOKEHUETO Ha yuacTHMKa OTrOBaps Ha H3HCKBAHHATA 34 JIHYHO CBCTOAHHE H
Ha KpPUTEPHUTE 33 NoAG0P.



77AJITA ®APMACIOTHKDBJIC? EQOOJI — — Hamune e Enumen EBPOIECHCKH
JAOKYMCHT 3a OOILICCTBEHH NOPBUKM C HH(GOPMANML OTHOCHO JIHYHOTO CBHCTOSHHE HA
YYaCTHHKa M KpPHTepHHTE 3a noi00p, obpasern Nel, Mo HM3MCKBaHuATA Ha Bwanoxurens,
noanucal oT Tonop Joues, ynpasuten. B EEJOIT ca mammexso BoHcamy: uH(popMaIHa 3a
CTaTyca HA YYAacTHHKA KaTO MKOHOMMYECKH oneparop, ACKiapHpa, Ye He € 3alllHTeHO
IPEANpAATHC H COLHANHO NPERNPUATHE, yIaCTBA B MPOLEAYPATa C APYTH YYAaCTHUIH H HAMA
Ala H3I10713Ba KANANMTETa Ha TPETH AMNA, JEKIapupa IHIICA Ha 06CTOSTeNICTBATA 110 W57 OT
Hupextuna 2014/24/EC, nunca Ha 3agsibKeHus Ha ApyxecTBoTO 1o 41.86, an.6 or JIOIIK,
JIHICA HA aIMUHHCTPpaTABHE MApKa 1o w1404 ot KT, 3a Hapywenus no w61, an.l, w62,
an.l wm an.3, w63, an.l wmm 2, w118, w128, 4n.228, an.3, uwr.245, 41.301-305 ot KT,
ACIIApHPA, 1€ JPYHKECTBOTO HE € OOMBEHO B HECHCTOATENHOLT, HE € B IIPOH3BOACTBO IO
'00sABABAHE B HECHCTOSTENHOCT M IHKBHAAIMA, HE € B CHOpasyMEHHE C KpeJMTOPH, JeKnapHpa
JIHIICA Ha CKIIOUCHH CIIOpasyMeHHs C APYT Y4YaCTHHK C L)l HapyllaBaHe HA KOHKYPEHLHATa,
HE pasnojsiara ¢ HHQOpPMaUMs 32 KOH(GIHKT HA HHTEpPECH, HE e MPEAOCTaBAN KOHCYITAHTCKH
YCIYTH ¥ HC € y4acTBan IO JIPYT Ha4YvH B NOATOTOBKATA Ha MPOLEAYpAaTa, HE € OCHNIAH C
IpEChIa Mo mocoueHuTe Texcrose or HK B PB mnm apyra mupscasa, Jmmnca Ha manbunu
3ab/DKEeHAS 10 WI.162, an2, 1.1 or JOIIK, rama Hapyenus YCTAHOBEHH C HakKa3aTelHo
[IOCTAHOBJICHHE 32 HAPYLIEHHS HA TPYAOBOTO 3aKOHOLATENCTBO, HE € HATHUIE KOH(MMKT Ha
HHTEPECH, HE ¢ HATHIIE OCHOBaHME 32 3a0paHa 3a yuacTHe 1o wi.22, am.2 oT 3IIVKY, ne e
CBBp3allo JHLE [0 CMUCEHIa Ha §2, 1.45 ot JIP na 3011, ne ca Hamue 06CTOSTENCTBATA MO
w3, 1.8 or SUGOAPIOTIPCTIITAC, nama NPENCPOYHO MPEeKpaTeHH KorosopH 3a OIT unu
KOHIECH, TAIHK 32 BIMCBAHE B THPrOBCKH perucThp, H3naneHo Paspemerue 3a TBHPTOBHA Ha
CApO C JCKapCTBEHH NpoayKTH Ned4-P-T-EU-S-087/14.08.2017r, nannuno Ha www.bda.bg.
ITocounra xmaauicH TOBapEH aBTOMOOHN M JIMIEH3HpaHH CKIa0BH mwioimmu B UAJI, esrinacuo
manens 3a TE, BHeApeHH CHCTEMH 3a yrpaBiIeHHe Ha KaYecTROTO.
KomucHsaTa nipuema, 4e mpemioKeHHeTo Ha YYacTHHKA OTroBaps Ha M3MCKBaHMATA 3a
JMHO CBCTOSHHC H HA KpHTepHuTe 3a nnoabop. [peasuy Ha ToBa, KOMHCHATA €IUHOIYIIHO

P E II HU

ITPEJJIOJKEHUETO Ha yyacTHHKA OTroBaps Ha M3HCKBAHMATA 34 JIHYHO CHCTOAHHE H
Ha KPHTEPHHTE 3a nordop. .

8.“@APKOJI* AJl — Hamuue e Epunen CBPOIICACKH JOKYMEHT 3a OOLIECTBEHH
NOPBYKH ¢ MHQOPMAIMS OTHOCHO JIHIHOTO CHCTOAHHME Ha Y4YacTHHKA M KDHTEpPHHTE 3a
nonbop, obpasen Nel, mo H3MCKBAHHATA Ha Branoxurens, noamucan or Tans MuHnuega,
Wsn.upexrop, I'eopru Bazores, Upencenaren na CJI, llanmen Panynos, 3aM.IIpeAcenaTell Ha
CH. B EEAOII ca HamIesKHO BIHCAHH: HHODMAIlMA 3a CTATyCA HAa YYACTHHKZ Karo
MKOHOMHIECKH ONEpaTop, AEKIApHpa, Ye HE yYacTBa B IIPOLEAYPATA ¢ TPETH JHIA H HAMA 13
H3IIONI3B2 KanallUTeTa Ha TPETH JIMUA, JEKIapHpa JIMICa Ha OGCTOSTENCTBATA Mo W57 oT
Hupextupa 2014/24/EC, nunca Ha 3a1b/KeHHs Ha ApyxecTBoTO 1o 4ia.86, an.6 ot JOIIK,
JHIICA Ha aIMMHECTPATHBHA MspKa o w1404 ot KT, 3a napymenns no wi.61, an.i, wr.62,
an.l mmm an.3, w63, an.l umm 2, wi. 118, un.128, 41.228, an.3, 4m.245, wi.301-305 ot KT,
ACKI4pHpa, 4e APYXKECTBOTO He € 00ABEHO B HECHCTOATENHOCT, HE € B IPOH3BOACTBO 110
00SIBSBAHE B HECHCTOATENHOCT ¥ TMKBHIAHS, HE € B CIIOPa3yMEHHE C KPEAUTOPH, ASKIAPHDA
JHIICA Ha CKINOYCHH CIIOPa3yMEHHA ¢ APYr YUacTHHK C el HapyIIaBaHe Ha KOHKYDEHIIHATA,
He pasmonara ¢ HH(popManHs 3a KOHQIKKT Ha HHTEPECH, HE € IIPEOCTABAT KOHCYITAHTCKH
YCIYTH W HE € y4acTBall 10 IPYT Ha4WH B IIOJrOTOBKATa HA IPOLEAYPAaTa, HE € OCHKIAH C
MpHChAa no nocoyenute rekcrose oT HK B PB umu npyra aspxaea, numca ma sanbunu




3apmxeHud mo 4n.162, an.2, T.1 or JOIIK, HsaMa HapylOeHHs YCTAHOBEHH ¢ HaKa3aTElHO
NOCTZHOBJICHHE 33 HApYIICHHS Ha TPYJOBOTO 3aKOHONATENCTBO, HE € HaAMIE KOHQIHKT Ha
MHTEPCCH, HE € HanHLle OCHOBaHHe 3a 3a0para 3a ywactue mo w22, an.2 ot 3[IVKY, ue e
CBBP3aHO JIHHE N0 CMHCBHNA HA §2, T.45 ot [P na 30TI, He ca manuue obcrosTencTBaTa IO
1.3, 7.8 or 3UPOJPIOINAPCTITHAC, nauuu 3a Bomcsane B THproeckH PETHCTED H
u3afeHo PaspeilieHue 3a THPTOBHA Ha elPO C JEKApCTBEHH NpomyKTd Ned-P-T-EU-S-068-
3/16.03.2016r n JlMueHzus 3a AeHHOCTH ¢ HAPKOTHYHH BeumlecTBa No T-33/20.09.2016r,
Pazpemienne 3a THProBHA Ha €HpO ¢ MEIHIMHCKH m3zenus Ned-P-T-MU-206/17.12.2007r.
Hocousa B Tabnuyen BuA 3a nepuosa 2014-2015r Kakey IOCTABKH HA IIEKAPCTBEHH IIPONYKTH
€ H3MBHABA] ¥ KBM KOM JIeYeOHH 3aBellieHMS, CHHCHK, HA IE€pPCOHAn M IOCOYEHA
- kBanu(ukauus, Hexnapupa coGCTBEH CKIaJOBE 3a THPIOBHS HA €ApO0 C JIEKAPCTBEHH
nponykru rp.Codus, rp.Jlnosnus, rp.Byprac u rp.JllyMen, cpemsa rofuinsa YHCIEHOCT Ha
ChCTaBa, COHCEK Ha TPaHCIOPTHH CpeACTsa, AEKIApHpa H3MBJIHCHHE Ha CTAHIAPTH 3a
OCHT'YpPABAHE HA KAUYECTBOTO ¥ CHOTBETHH CepTU(UKATH,
Komucuara npreMa, ye NpeUIOKEHHETO HA y9aCTHHKA OTTOBAPS HA M3HCKBAHHATA 32
JIHYHO CBCTOSHHE H Ha KpUTEpHHTE 3a noadop. IIpeaBra Ha TOBA, KOMUCHATA €AMHOIYIIHO

P E I U

NPEIJIOXEHHMETO Ha y4acTHHKA OTroBaps HA H3MCKBAHHATA 32 JIMYHO CHCTOSHHE H
Ha KpHTEPHHTE 3a Hoxoop.

9.”®bOHUKC ®apma” EOOJ — Hajmue e ExuneH eBponeickH MOKYMEHT 32
o0lIeCTBEHY MOPBYKH ¢ HHGOPMAIMA OTHOCHO JIHYHOTO CBCTOAHHE HAa YYacTHHKA H
KpHTepuute 3a noadop, obpasen Nel, mo u3pckBaHMATA Ha BeagouTens, MoAmMcaH oOT
Hukomnaii Kones, Becenun Kynes, I0Onnan Hepenuer u Pajoctun JJUMHTPOB — YIPaBHTENH.
B EENOIl ca namnexxso Boucany: wnHGOPMalHs 3a CTaTyca HA YYacTHHKA KaTo
HKOHOMHYECKH OIICpaTop, AEKIIApHpa, Ye He y4acTBa B NIPOLleAypaTa ¢ TPeTH JHIa U HaMa 1a
M3IION3BA KamnalluTeTa Ha TPEeTH JHUNQ, AeKiIapupa JnHnca Ha ofcrosTencrsara 1o 4i.57 or
HupextnBa 2014/24/EC, numca Ha 3aIbKEHHs HA JPYXECTBOTO mo. w86, . amé or
HAOIIK,yn0cTOBEpEHKE 3a NIUTICA HA 3aNBJDKEHHS 0T CTONHYHA OOIIMHA M YIOCTOBEPEHHE 23
nunca Ha 3apb/pkeHus oT HAIIL, snwumca Ha amMuHHCTpaTHBHA Mspka no w404 ot KT, za
HapYIIEeHHA 1o 9w1.61, an.l, w62, an.] win an.3, w1.63, an.l mwim 2, yn.118, wr.128, un.228,
an.3, un.245, un301-305 or KT, peknapupa, 4e [pykecTBOTO He e 0OSBEHO B
HECBCTOATENHOCT, HE € B IPOM3BOACTBO 10 00SIBABAHE B HECHCTOATENHOCT M JIMKBHIALHAS, HE
¢ B CIIOpa3syMEHHWE¢ ¢ KPEeJUTODH, JCKIapHpa JIMICAa Ha CKIIOYEHH CHOpasyMeHHs C ApYT
YUIacTHHK C IleJl HapyllaBaHe Ha KOHKYPCHIHATA, He pa3nosara ¢ HHGOopMamus 3a KOHQIHKT
Ha HHTEPECH, He € NPEeJOCTaBs KOHCYITAHTCKH YCAYTH W He € Y4aCTRaJI 10 APYr HAYHMH B
IIOZITOTOBKATA Ha NpoLe/ypaTa, He € OCHXKAAH ¢ IPHCEHEA N0 ocoyeHuTe Tekcrose oT HK B
Pb unu gpyra gepixasa, IUIca Ha JaHBYHH 3a06DKEHUA 110 un, 162, an.2, T.1 ot JJOTIK, Hama
HApyIIeHHs YCTAHOBEHH C HAKa3aTEJIHO IIOCTAHOBNEHHE 34 HapyIIeHHS Ha TPYAOBOTO
33KOHOZATENICTRBO, HE € HAMMIEC KOH(JIHKT Ha HHTEPECH, He € HANHIlE OCHOBaHHe 3a 3abpaHa
3a yvacThe 1o wr.22, an.2 or 3[IYKH, He e cBpp3aro auIe mo cMHEckNa Ha §2, 1.45 ot JIP Ha
3011, ue ca Hamuue obcroarencreara no 9.3, 1.8 or 3UGOJIPOITAPCTIITAC, nannu 3a
BOHCBaHE B THProBCKH perHCTHp U PervcThp HAa HAa THPrOBLUHTE Ha €IPO C JIEKAPCTBEHU
APOXYKTH, HMa H3/lafieHo Paspernenye 3a ThproBHA Ha €ApO C JISKAPCTBEHH NMPOAYKTH Nod-P-
T-EU-S-022-6/27.12.2016r, JluueHsus 3a JAeffHOCTH C HApKOTHYHH BelnecTBa Ne T-
36/07.02.2013r, moguoeena ot 02.02.2016r, nannuso Ha www.bda.bg. TTocoysa B Tabnuven
B 3a nepuoja 2014-2016r kakBH JOCTABKH HA JISKAPCTBEHH MPOAYKTH € H3IBJIHABAII M KBM



KOH sieueOHU 3aBeeHHsA, CIMCHK HA IEPCOHAN U MocodeHa ofpa3oBarenHa H IpodeCHOHAIHA
KBalH(pUKAI¥S, MEPKH 33 YIIpaBlcHUE Ha OKOJIHATa cpefia, NeKJapHpa coDCTREH CKIaoBe 3a
THPrOBHA Ha eapo ¢ JiekapcreeHu npoayktd rp.Codus, rp.llnosaus, rp.byprac u rp.Benuxo
THpHOBO, CIMCBK HA TPAHCIOPTHU CPEICTBA, LEKIAPUPa H3NbGIHEHHE Ha CTaHAApTH 3a
OCHrypsiBaHe Ha Ka4eCTBOTO H CLOTBETHH CepTH(MKATH.

Komucusita npuema, 4e MpeANOXCHUETO Ha YYaCTHHKA OTIOBaps Ha M3HCKBAHHATA 3a
JIMYHO CHLCTOSHHE H HA KPUTEPUHTE 3a noa6op. TIpeasull Ha TOB, KOMHCHSATA €JUHOIYIIHO

P E I H

[PEAJIOKEHHETO Ha yyacTHHKA OTrOBapst Ha H3UCKBAHMATA 32 JIMYHO CHCTOSHME H
Ha KPHTEPUHTE 32 10a00p.

10.4POII BBJATAPHA“ EOOJ — — Hanuue e EauHeHn ¢BponeHCKH TOKYMEHT 3a
o0ImMecTBEHH MOPBYKH C HH(pOPMALMs OTHOCHO JIMYHOTO ChCTOSHHE Ha YYacTHHKA H
KpurepuuTe 3a nondop, obdpazeu Nel, mo H3uckBaHHATA HAa BDb3M0XKMUTENd, MOINMCAH OT
Esrenwii Huxonos, ynpasuten u 'eprana 3apera, Thproscku noiaHomomuuk. B EEJIOIT ca
HAJIIEKHO BIIHCAHU: HHGOPMAaLs 33 cTaTyca Ha YYaCTHHKA KaTo MKOHOMHYECKH OIIEPATOP,
JleKJIapupa, Ye He y4acTBa B IIpollefypaTa ¢ TPETH JIHLA ¥ HAMA /14 M3I0JI3BA KaduHTeTa Ha
TPETH JIHMIA, AeKIapHpa JHIca Ha obcrodrenctsara o wi.S7 ot upextuna 2014/24/EC,
JMIICA HA 3a0LIDKEHHA Ha IpYKecTBOTO Ho w86, an.6 ot NOIIK, ynocrosepenue 3a anmca Ha
3a0boKeHHa 07 CrosxdHa obLIMHA W yIOCTOBEpEHHE 3a JIMIICAa HA 3aammkeHHs ot HAII,
nurica Ha agMHHHCTpaTHBHAa Miapka 1o 4404 ot KT, 3a Bapywenus mo w61, ai.l, w62,
an.]l und an.3, wi.63, an.l uny 2, w118, @128, w228, an.3, w1245, wi.301-305 ot KT,
JeKNapupa, 4e ApYXKECTBOTO HE ¢ 00ABEHO B HECHCTOATENHOCT, HE € B IPOH3BOACTBO IIO
00sBABaHE B HECHCTOATENHOCT M IMKBHAALHS, HE € B CIIOPasyMEHHE C KPeNUTOPH, ACKIapHpa
JIMIICA HA CKIIOYEHH CIIOpa3syMEHHs! © JPYI YYAaCTHHK C Hell HapyllaBaHe Ha KOHKYPEHIHATA,
He pasnojara ¢ HHGopMalKs 3a KOH(IUKT Ha HHTEPECH, HE € MPCIOCTABANl KOHCYITAHTCKH
YCIYTH ¥ HE € y4acTBal IO APYr HAa4MH B IOATOTOBKATA HA IpPOHEAypaTa, He € OCHKIAH C
npuchaa mo nocouenure Texkcrose oT HK B Pb mnm apyra ampikaba, nmuIica Ha N@HBYHH
3aAbmKenud no w162, an.2, 1.1 ot JOIIK, HaMa HapylieHHA YCTAHOBEHH C HAKA3ATEIHO
NOCTAHOBIIEHKME 33 HAPYIUEHHA Ha TPYJAOBOTO 3aKOHOJATENICTBO, HE € HANHUE KOH(IHKT Ha
HHTEPECH, HE € HaJHuIle OCHOBaHHe 3a 3abpaHa 3a ywacThe no un22, an.2 or 3IIYKH, ue ¢
CBLP3aHO JiMLE 110 cMHChIa Ha §2, T.45 ot [P Ha 30I1, He ca Hanuue obcToATENCTRBATA 11O
4.3, 7.8 or 3UPOAPIOIAPCTIITAC, manuu 3a BoucBaHe B TBHPrOBCKH PErHCTHD H
PerucTep Ha THProBUMTE Ha €IpO C JIEKAPCTREHH NPOAYKTH, HMa u3JajacHo Pazpemenue 3a
TBPrOBHSA Ha €LPO C JieKapcTBeHH NponyKTH Ned-P-T-EU-S-089-2/25.06.2015r, 6e3cpouHo,
Paspemenne 3a npomssoacteo/BHoc Ha JIII ot 27.06.2017r — 20p, npHnbra 3asepeHy KOs
OT JOKYMEHTHTE, JeKJapHpa HaeT CKiaj 3a ThProBHA Ha €Ip0 C JIEKAPCTBEHH IMPOAYKTH
rp.Codusa, cnuchK Ha TPaHCIOPTHH CPENCTBA, ACKIApHPA H3NBJIHEHHE HA CTAHAAPTA 32
OCHTypsIBaHE Ha Ka4ECTBOTO H CHOTBETHU CePTH(HKATH.,
KoMucusra npuema, ye ApeANioKEHHETO Ha YYAaCTHHKA OTrOBAaps HA M3HCKBAHHATA 34
JIHYIHO CHCTOAHHME H HAa KpUTepHHTE 3a nosdop. [IpeaBun Ha TOBA, KOMHUCHATA ¢IUHOAYIHHO

P E II U

MPEAJIOXKEHHMETO Ha yyacTHHKA OTroBaps Ha M3MCKBAHHATA 33 JIMUHO CHCTOSHHE H



Ha KpHTepHHTe 32 [10A00p.

11.”B. Bpayn Meauxax” EOOJ — — Hanuue ¢ Exunen eBponcHicKu JOKYMEHT 3a
oOImecTBEHH MNOpRUKH ¢ HHOOpMauus OTHOCHO JHYHOTO CHCTOSHHE HA YYacTHHKA H
kpuTepuuTe 3a mounfop, obpasen Nel, mo u3uCKBaHMATa Ha BB3noxutend, IOMHCAH OT
Xoper IlMioep, ynpasuten, Mandpen Mapne, ynpaeuten, laxuena I'maukopa-Msoran,
npexypuct u Iletsp Acenos, npokypuct. B EEJTIOIT ca najnexno ricany: HHQOpMalns 3a
cTaTyca HAa Y4acTHHKA KAaro HKOHOMHYECKH ONEpaTop, AeKiaapupa, 4e He ydacTBa B
fponeaypara ¢ TPETH JIHIA H HAMA Ja H3MON3BA KalauuTeTa Ha TPETH JIHIA, IEKIapupa
‘nunca Ha obcrosTencteara mo wi.37 ot Hupextusa 2014/24/EC, nunca Ha 3a0b/DKEHHA Ha
npyxectBoT0 RO un.86, an6 or JOIK, coun ymuk #a Cromruna obmmua 1 HATI-Codus,
NMIICA Ha agMEHACTPATHRHA Mapka no wi404 ot KT, 3a papymenus no wi.6l, an.l, 4162,
am.] mwmm an3, w63, an.l wm 2, un.118, w1128, w228, an.3, 4n.245, w1.301-305 or KT,
JEeKIapHpa, e APYKeCTBOTO He € OOABEHO B HECHCTOATENHOCT, HE € B NMPOHM3BOJACTEO IO
0GABABAHE B HECHCTOSTENHOCT M JIMKBHALMS, HE € B CIIOPasyMEHHE ¢ KPEIUTOPH, ASKIapHpa
JIMICA Ha CKTIOUEHH CTIOPasyMEHHS ¢ APYT YYAacTHHK ¢ LN HapyllasaHe Ha KOHKYPEHIHATA,
He pasnonara ¢ HH(popMals 3a KOHGIHKT Ha HHTEPECH, HE ¢ NMPEelOCTaBA KOHCYNITaHTCKH
YCIYTH M He € Y4acTBal IO APYr HauMH B MOATOTOBKATA Ha NPONEAYPaTd, He € OCHIKIAH €
npuchaa 1o mnocodeHute Texcrose or HK B Pb unu jpyra nepixasa, naunca Ha NAaHBYHH
sampmkenns no w162, an2, 1.1 or JOIIK, nsiMa HapylneHus YCTaHOBEHH C HaKa3aTEIIHO
[IOCTAHOBJICHHE 32 HApYLIEHHA Ha TPYHOBOTO 3aKOHOJNATENCTBO, HE € HANMLE KOH(QUIMKT Ha
HHTEpecH, He ¢ HaTHIE OCHOBaHHE 3a 3abpana 3a ywacthe mo wi.22, an.2 ot 3lIIVKH, He e
CBBP3aHO JIHIE o cMuckhia Ha §2, T.45 ot JIP Ha 3011, He ca Hanuie oBCTOATENCTBATA TIO
uyr.3, 1.8 or 3UGOAPIONAPCTIITAC, mannu 3a BOECBaHe B THProBCKH PETHCTRP M
PerucTbp Ha TBPrOBUMTE HA €IPO C JIEKAPCTBEHH IPOAYKTH /MOCOYEHH JMHHKOBE/, HMa
uzganeno Paspenenne 3a THProBHs Ha efpo ¢ eKapcTsern npoxykru Ned-P-T-EU-5-030-4,
Geacpouno, JeKnapupa Haer JHUeH3upaH ckmafd, rp.Codus, CIHCBK Ha TPAaHCIIOPTHH
CpeNCTRa. _

KoMmucusaTa IpHeMa, Ye TIPESIIOKEHHETO Ha YYaCTHHKA OTroBaps Ha H3MCKBAHHATA 33
NMHYHO CHCTOSHEE ¥ HAa KpurepuHTe 32 noadop. Ilpeasu Ha TOBa, KOMHCHATA ERHHO/IYLIHO

P E III H :

TTPEJUIOXKEHHWETO Ha yuacTHHKA OTIOBaps Ha H3UCKBAHWATA 34 JIMUHO CHCTOSAHHE H
Ha KPHTEPUUTE 33 TOAOOD.

Komucusara npuxmous pabora 816.00 uaca.
KomucusaTa npoabokasa padora Ha 28.03.2018r, 13.30 uaca.

HpncmnBa KBM pasriexjgane Ha NpeacTaBCHHTe Hpenﬂomemm 3a H3ILJHEHHE HA
NOPBLUKATA ¥ KOHCTaTHpa.

1.”Byarepmen Be” OOJf — Ilpencrass npeIoXCHHE 33 H3NBIHEHHS HA MOPBHKATA,
B CHOTBETCTBHE C TEXHHYECKaTa clelH(HKauus, H3roTBEHO 1o [lpuiodicerue Ne 3, 3a OII
Ne2, nomenknarypun NeNe 17, 26. Ilpencraps [lexnapauus 3a ChIacHe ¢ KJIay3uTe Ha
norosopa - [lpunodcenue Ne 4; Jlexnapauud 3a ¢poka Ha Balu/(HOCTTa HA odeprara, TpPH
Mecena, cie)] KpaiiHis cpoK 3a riofaBae Ha odeprute - [lpunoocenue Ne 5, exnapaumus, ue
KOJMUECTBATA HAa JIEKAPCTBEHMS NPONYKT €2 HanM4YHY, B CIy4auTe [0 1L 55 an. 6 or
3JIIIXM; Heknapanus 3a OCUTYpABaHE Ha HEOOXOMUMMTE KOJIHYECTBA Ha oepupaHuTE
NEKapCTBCHM MPOAYKTH 3a Ienus CpOoK Ha JIOTOBOpa; JHexnapaunsa, OGpasen Nel, ye



NpeJUlarasuTe JICKapCTBEHH MPOJAYKTH Ca pPCTHCTPHPAaHM 3a yHnoTpeba B CTpaHara H
IIPHTEXKABAT pa3pemIMTCAHH 3a ynoTpeba, chriaco 3JIIIXM, mpurexasar cepradHKaTH
YAOCTOBEPABAIH KAa4eCTBOTO HA MPOAYKTHTE, SIHNCBAT O(DHIMAIHH CHOOILNCHHS HIH
OTPaHHYMTCIHH MEPKH 32 ynorpeba Ha JIEKapcTBeHH NPOAYKTH H ToBa, ue HMAJI e
YRETOMSBaHA CBOCBPEMEHHO 3a IIyCKaHe Ha l1a3apa H 3a Bh3HHKHAIM IIPOMEHH II0 BpeMe H
CITeAl paspelaBaneTo 3a ynorpeda - ¢ NOAMHC M MOKBD revat, Hexnapauus, O6paser Ne2,
ue oepHpaHHTE JIEKAPCTBEHH MPORYKTH HMal HOPMATHBHO ONpedeeHa LeHa, ChrIacHO
unt. 261a, an. 1 ot 3JIIIXM u npeanaranara ot yuacTHHKA L€HA HE HAIBHIIABA CTORHOCTTA
Ha OTakOBKA M34MCIICHa Ha Gasa pedepenrtHa CTOHHOCT, B Caydail, Ye yYacTHHUKBT Ghie
ONpPCAC/ICH 34 H3NTLIHHTE] ABTOMAaTH4YHO INe CBhOOpassiBa NPOMEHMTE HA ABPIKABHO
PEryIHPaHUTE LEHH, KOraTo € B Nonsa Ha Bo3noxurens H’mie HOCTaBs JeKapCTREHHTE
TIPOAYKTH HAa HAMAIEHHTE LEHH, CYMTAHO OT JaraTa Ha TNPOMSHA HA TOCHE/HHTE B
IlosuTHBeH NEKapcTBEH CHMCBK - C MOAIHC H MOKBp HedaT. KoMmucHaTa EAMHOAYLIHO
NIpHEMa, H¢ TEXHHYECKOTO MIPEUTOKEHHE Ha YYaCTHHKa OTTOBAPs Ha H3HCKBaHMaTa ua 30I1
H TC3H NOCTABEHH 0T Bh3nosxurers,

2°MENO®APMA“ EOOJ - IlpexcTars npemioKeHHe 3a HIOBIHEHHE Ha
[IOpBHKATa, B CHOTBETCTBUE C TEXHHYCCKATA CIIeNHbUKALHS, H3TOTBeHO 10 purodicerue Ne
3, 3a OII Nel, nomenksatypu NeNe 18, 23, 29, 245, 258, 259, 359, 361, 362, 363, 364, 366,
367, 368, 370, 388 u 422. IIpencrass Jlexnapauus 3a choyacue ¢ KJay3HWTe Ha JOTOBOpA -
IIpunooicenue Ne 4; Iexnapauua 3a cpoka Ha BAIHAHOCTTA Ha obeprara, TpH Mecela, cien
KpadlHMs CpOK 32 mnojaBaHe Ha odepture - Ipunooicenue Ne 5;  Hexmapaums, ue
KOJNHYECTBATA Ha IEKAPCTBCHHUS IPOAYKT Ca HATHYHK U 1Ie OBJAT OCHIYPEHH 32 IEIHs CPOK
Ha JIorosopa /BKIL. B ciyyaii Ha H3THYaNE CpPOKA HA Pa3PENIHTENHOTO 33 yrrotpeba B cpoka Ha
H3NBIHCHHE Ha JIOroBOpa/, B ciydamTe 10 wi 55 an 6 or 3JI[IXM: Hexnapaisg 3a
OCHTYPABAHE HA HEOOXOAMMMTE KOJMYECTRA HA O(EPHPAHHTE NEeKApCTBEHH IIPOAYKTH 3a
Ue/ud CPOK Ha JOroBODA; Hexmapauns, O6pasen Nol, ue mpeamaranute JeKapCTBEHH
NPONYKTH Ca DETHCTPHPAHH 32 yHoTpeba B CTpaHATa M IPHTEKABAT PA3pCIIMTENHH 3a
ynorpeba, csruacto 3JIIXM, npurexasar cepruduxaru YAOCTOBEPABAIOH Ka4yeCTBOTO HA
NPOAYKTHTE, JIUNICBAT OQHLMANHH CHOBIIEHNA MM OTPAHUTHTENHH MEPKH 32 yrnoTpeba Ha
JICKapCTBEHH NPOAYKTH U ToBa, 3¢ HAJI e yBesomsaBaHa crOeBpeMEHHO 3a IycKaHe Ha
Ta3apa M 3a BL3HHKHANK IPOMEHH 110 BpeMe H CNIE Pa3pellaBaHeTo 3a yrnorpeda - ¢ NoAmiCe
¥ MOKBD mevart, Jlexinapauus, Obpasen Ne2, ge odepupaHuTe NeKapcTBenu TIPOAYKTH MMAT
HOPMATHBHO OTpezeieHa LeHa, ChriaacHo wi. 261a, an. 1 ot 3JIIIXM u npeanaranara oT
yHaCTHHKA IICHA HC HAaIBHIIABA CTOHHOCITA Ha ONAKOBKA M3UKCIEHA Ha 6a3a pedepeHTHa
CTOMHOCT, B ClyyaHf, Ye YYACTHHKLT OBJ€ ONpEHeNeH 3a W3BJIHHTEN ARTOMATHYHO e
choOpassBa NPOMEHHTE Ha [IBPXKABHO pErylHpaBHTE ICHH, KOFATO ¢ B [0N3a Ha
BeanoxuTens ¥ uie JOCTaBst JIGKAPCTBEHHTE MPOLYKTH HA HAMANCHHTE IEeHH, CYMTAHO OT
latata Ha [pOMsHA Ha MOCKe/IHUTE B [I03MTHBECH JEKapCTBEH CIMCHK - C TIOJIIMC H MOKBD
neyar. KomucHATa €IMHOAYNIHO MpHEMa, Y€ TEXHHYECKOTO MpPEIOKENUe HA Y4aCTHHKA
OTronaps Ha U3nCKBauuATa Ha 3011 1 Tesu nmocTarenH oT BuamoxuTens.

3.”MC ®apma” AJl — Ipeacraps npeanoKeHHe 3a H3OBIHEHHE HA [IOpBYKATa, B
CBOTBETCTBHE C TEXHHYECKATA ClielUPHKAIMS, H3TOTBEHO 1O Jlpunoscernue Ne 3, 3a OII N2,
HOMeHKnaTypu NeNe 12. Tlpexcrass Hexnapaumus s3a chruiacue ¢ KJay3suTe Ha Jorosopa -
Ilpunooicenue Ne 4; Jleknapauus 3a cpoka Ha BaXHAHOCTTA Ha odeprara, TpH Mecella, e
KpaiiHud Cpok 3a mofaBase Ha obeptute - Ilpunoocenue Ne 5 Hexnapamus, ue
KOJIMHCCTBATA HA JIEKAPCTBEHHA NPOMYKT Ca HANH4YHHM, B CyYamTe mo Wi 55 am 6 or
3JIIXM; Jleknapauxs 3a OCHTYpsBaHE Ha HeoOXOIMMHTE KONHYECTBA Ha odepupanuTe
JISKapCTEEHH [IPOJYKTH 33 LeNuA CpoX Ha JoroBopa; [lewiapanus, OGpazen Nel, ue
IIpEANIaraHuTe JCKapCTBEHA NPOAYKTH Ca PErMCTPHpaHM 3a ymortpeba B crpaHata u
TIpUTEKABAT PaspeIUTeNHu 3a ynotpeba, cbrmacno 3JIIIXM, nputexasaT cepTHHKaTH




YIOCTOBEpSBAIH KA4YCCTBOTO HA TIPOAYKTWTE, JHICBAT OGQHUHANHHM CHLOOIEBHS HIH
OTpaHHYMTCIHH MEpKH 3a ynorpeda Ha JIeKapcTBEHM NpOJYKTH u ToBa, ue HMAJl e
YBEIOMSABAaHa CBOEBPEMEHHO 3a ITyCKaHe Ha Na3apa W 3a BH3HHKHANY IIPOMEHH II0 BpeMe H
clie] paspelaBaHeTo 3a ymnotpeba, ¢ mopnuc U MOknp nevar, Jexnapanus, O6paser; Ne2,
e odepHpaHUTE JIeKapCTBEHH NPOAYKTH MMAT HOPMATHBHO ONpefleNieHa LeHa, CHIIIACHO
u. 261a, an. 1 ot 3JIIIXM u npeanaranarta oT YHacTHHKA LIEHA HE HAJBUILABA CTOHHOCTTA
Ha ONaKoBKa w3YucieHa Ha Oasza pedepeHTHa cTOfiHOCT, B CIyuail, ye YYacTHHKBLT OBIE
onpeleneH 3a H3OBIHHTE] AaBTOMATHYHO Ie choDpa3sBa HpPOMEHHMTE Ha JBPKABHO
peryiIHpaHHTe IeHH, KOFaTo € B I0Ji3a Ha BB3NoxuTelld U 1UE JOCTaBs JICKAPCTBCHHTE
NPOJYKTH Ha HAMaJCHATC LEHH, CYHTAHO OT Jarara Ha,K IPOMSHA HAa MOCJEHHHTE B
- TTo3uTHBEH neKapcTBeH CNHCBK - € NOANHC H MOKBp nevar. KomHcHATa €AMHOAYUIHO
NpHEMa, 4€ TEXHHUECKOTO NpenodkeHie Ha YIacTHHKA OTroBaps Ha M3uckBaHuATa Ha 3011
H TE3H [OCTABECHH OT BB3I0KUTES. '

4. ”"MEXEKC” OO]I — [Ipeanoxenye 3a M3MBIHEHHE Ha NOpBYKaTa 26p.

3a OII Nel, npencras npejodkeHHE 38 H3MBIHEHHE HA [IOPHYKATA, B CHOTBETCTBHE
C TEXHHYECKaTa crenu(pHKaNAs, H3roTBeHo 110 [Ipwrnoorcerue Ne 3, HomeHxnatypH NeNe 4, 5,
6,7,9, 12, 25, 40, 86, 99, 103, 104, 105, 122, 123, 125, 126, 128, 139, 140, 141, 142, 150,
151, 152, 153, 155, 156, 158, 160, 161, 163, 165, 167, 171, 174, 175, 176, 182, 193, 214, 222,
256, 290, 336, 353, 356, 357, 359, 360, 361, 363, 365, 366, 367, 368, 369, 371, 372, 375, 377,
389, 391, 393, 399, 404, 406, 408, 410, 411, 413, 414, 422, 424, 425, 427, 430, 443, 444, 449,
450, 451, 455, 458, 459, 460, 462, 469, 470, 471, 472, 473, 474, 475, 476, 477, 478, 479, 481,
482, 483, 484, 485, 486, 487, 492, 514, 515, 5142, 592, 593, 594, 604. Ilpencramsa
Jexnapaiing 3a chbrilacHe ¢ KIay3uTe Ha J0oroBopa - [ipunooicenue Ne 4; Jleknapaius 3a cpoxa
Ha BaIHAHOCTTa Ha odeprara, TpH Mecella, el KpalHUS CPOK 3a IofaBaHe Ha OQepTHTE -
Ipunoocenue Ne 5; Jlexnaparus, ye KONHYECTBATA HA JIEKApCTBEHHA MPOXYKT CA HAIMYHH, B
ciayyauTe 110 4wi. 55 an. 6 ot 3JIIIXM; [lexnapanns 3a OCHTypABaHE Ha HeoDXOMHMHTE
KOJMUeCTBA Ha oOdepHpaHdTe JTeKapCTBEHH IPOAYKTH 3a LENHA CPOK Ha JI0roBopa;
Jexnapanus, O6pasen Nel, ye npejiiaraHUTe NEKapCTBEHH IPOAYKTH Ca PETHCTPHPaHH 3a
ynorpeda B CTpaHaTa M I[PUTEXABAT pPaspelUTENHH 3a ymorpeda, cbriacHo 3JIIIXM,
NpUTEXaBaT CepTHHHKATH YNOCTOBEpABAlM KageCTBOTO Ha IIPOAYKTHTE, JIMIICBAT
oQUIHANHE CHOOINEHHMsST ¥JIM OrpaHHYUTENHHM MEpKH 3a yhnoTpeda Ha JIeKapCTBEHU
npoayktn u toba, ye VIAJl e yBejoMsaBaHa CBOCBPEMEHHO 32 IIyCKaHe Ha Iasapa W 3a
BBH3HHKHAIH FPOMEHH II0 BPEME H CJIeX Pa3pelliaBaHeTo 32 YyIoTpeba - ¢ MOAIHC H MOKBD
neyat, Jexnaparusa, Obpaszen Ne2, ye ofepupaHuTe JEKapCTBEHH IPOINYKTH HMaT
HOPMATHBHO ONpejelieHa lieHa, chriacHo wi. 261a, an. 1 ot 3JIIIXM u npeanaranara ot
yJacTHHKA IleHa HE HaJBHLIABA CTOMHOCTTA HA ONAKOBKA M3YMc/ieHa Ha 6asa pedepcHTHA
CTOMHOCT, B CIOyd4ai, 9e Y4acTHHKLT OBhIe OIpesesIeH 3a W3NBJIHHTE! aBTOMATHYHO LIe
choOpa3gBa IpPOMEHMTE Ha [bPKABHO PpETyJIHPaHHTE LIEHH, KOraro € B ION3a Ha
BE3N0KHTENS K 1€ JOCTABA JICKAPCTBEHUTE NPOJAYKTH HAa HaMajlCHHTE LEHH, CUHTAHO OT
JlaTaTa Ha IPOMIHA HA MocaefHuTe B [103UTHBEH JEKAPCTBEH CIMCEK - C IONMHC H MOKBD
neyar. KoMucHaTa €IHHOOYIIHO IpHEMa, Y€ TEXHHUYECKOTO NpEIOKEeHHE HA YyYAaCTHHKA
otropaps Ha uzuckpanusgTa Ha 3011 1 Te3u nocTasenn or BeanokuTeNs.

3a OII Ne2, npencTars NpeAsIOKEHHE 34 UIMBIHEHHE HA IOPBYUKATa, B CBOTBCTCTBHE
¢ TexHWYecKaTa creuMduKarysa, wHsrotBeno 1o Ilpuroocenue Ne 3, 3a OIl Ne2,
HoMeHKaTypu NeNe 2, 3,4, 6,7, 8, 1, 14, 15, 17, 18, 19, 20, 21, 22, 24, 26, 27, 28, 29, 32, 34,
36, 37, 46, 47, 48, 49, 50, 55, 56, 57, 60, 63, 67, 73, 74, 76, 77. llpencrasa [lexnapanus 3a
CEIJIaCHE ¢ KJAy3uTe Ha [orosopa - [lpunoosicenue Ne 4; Jlexnapanus 3a cpoka Ha
BaJIMIHOCTTA Ha od)eprara, TPH Meceld, cief KpalHHs CPOK 3a 1ojaBaHe Ha O(epTHTE -
Hpunoowcenue Ne 5; Jlexnapaiins, ye KOJMYECTBATA Ha JICKAPCTBEHMA NIPOIYKT €A HAJIMUHH, B
cnysante mo wi. 55 an. 6 or 3JIIXM; Jlexnapanus 3a OCHIypssaHe Ha HeoOXoXMMUTE
KOJIMYECTBA Ha odepHpaHuTe JEKApCTBEHH MPOAYKTH 33 NeJNHs CPOK Ha JO0T0BOpa;



Jexnapaims, O6pasen Nel, ue TpeinaraHuTe JIEKapCTBCHH HPOAYKTH Ca PETHCTPHPAHH 3a
ynotpeba B cTpaHaTa W IIPHTCKABaT paapqmmenﬁu 3a ymoTpeba, chrimacHo 3JIIIXM,
NPHTEXKABAT CepTHOUKATH YIOCTOBEPSBAIUM KAayeCTBOTO HA IMPOAYKTHTE, JHICBAT
oQUUHATHE CHOOUICHHS HIH OrPaHMYMTCIHH MEPKH 3a ynoTpeba Ha ICKapCTBEHU
IpogyKTH H ToBa, ye MAJl e ysemomssana CBOEBPEMCHHO 3a MyCkaHe Ha mazapa H 34
BE3HMKHATHE [POMEHH TI0 BPEME M CJEH PA3PEIIABaHETO 3a YIOTpeda - ¢ MOANUC H MOKBD
newar, [lexnmapanus, O6pasen Ne2, ue odepupaHHTe JCKApCTBEHH MPOAYKTH HMAT
HOPMATHBHO OIpeleNeHa lcHa, ChIVIAcHo uil. 261a, an 1 ot 3JIIIXM u npeanararara oT
y4acTHHKA LeHAa HEe HaJBUIABa CTOMHOCTTA HAa ONAKOBKA H3HUCICHA HA faza pedepenTHa
CTOMHOCT, B CHydail, ye yYacTHHKBT OBJie ONpefeNcH 3a H3NBAHUTEN aBTOMATHIHO INE
cpobGpasaBa MPOMEHHTE HA JbPXKABHO PETYNHPAHHTE 1eHH, Korarto € B 0332 Ha
Rb300XKHTENS M e JOCTaBs JIEKApCTBEHUTE IPOAYKTH HA HaMAJCHUTEC UEHH, CHMTAHO OT
JaTaTa HA IPOMsHA Ha mocieJHHTe B IIo3uTHBEH JieKapcTBeH CIHCPHK - C MOATHC ¥ MOKED
meuaT. Ilpusjara 3aBepeHd KOIHA OT PETHCTPHPAHM C BXOAANl HOMED JICKApCTBCHH
npoxykth B UAJL, cbc CHOTBETHHTE XapaKTepHCTHKH. KOMHCHATA €INHOYIIHO NPHCMA, Y&
TEXHMYECKOTO Tpe/UIOKEHHEe Ha YYacTHHKAa OTroBaps Ha m3uckpanusTa Ha 3011 M Tesn
[IOCTaBEHH OT BB3NOXUTENS.
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