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CBAJ no OHkonorMs EAA-Codns

PEIMEHHUE

JlonynoAnucanuar — -p Banentun AHrejaoB, B KaueCTBOTO Ha M3nbaHATENICH
JlnpexTop Ha ,.CBAJI no onxotorus” EAJl, cbc cenanuiie W aapec Ha yIipaBIeHue: Ip.
Codus 1756, yI. .JTnosauseko mose” Ne 6, na ocHoBaHHe 4. 73, all. 1 u an. 2 oT 3axoHa 3a
o6ectsenute mopbuku (30TT) n HpoToxomu Ne 1, 2 u 3. mpeaJeHd Ha BL3JIOXKUTENA Ha
03.07.2015 r. oT aeiinoctra Ha KomucuaTa Ha3HAUCHA CBE 3amosen Ne 3-153 o1 27.05.2015 .
na wansaEkTenHns qupekrop Ha ,,CBAJL mo ouxonorus” EAJL, 3a pasriexjaHe, OLCHKA H
Kacupare Ha [oiyueHHTe O(epru 3a yuactue B OTKpHTa MPOLeypa 3a Bh3jlarane Ha
o6IIecTBEHA MOpbhUKa ¢ OPeAMeT: LJlepuoano  mopTapsimt - ce  JI0CTABRH HA
JeKApPCTBEHI MPOAYKTH 32 HYKIHTE Ha ,,CBAJI no oukomorus’” EAJI”, oTkpuTa C
Pemerne Ne 3-118 or 03.04.2015 rox. na Buanoxurens. O0gBienue IyOnMKyBaHo IOA
nomep 2015/S 068-121728 ot 08.04.2015 r. B Ounuannus BECTHUK Ha EC, u3MeHEHO C
Pemerue Ne 3-129 ot 16.04.2015 r. na BeanoxnTend, O6gpieHue MyONUKyBaHO IO HOMEP
2015/S 077-135588 ot 21/04/2015

I. OGSIBSIBAM

Kiaacupanero Ha y4aCTHHIUTE CHIVIACHO 00sIBeHUSI KPUTEPHil 332 OLCHKA ,Haii-

npcKa nena” B cJeIHHs pea’

OIl 1

YyacTHUK ob6ma croitnoct ¢ JJIC | Kilacupane

., ®ponnkc Gapma“ EOO/L 429 24420 1 MsCTO

OIl2

YyacTHHK o6ma croiinoct ¢ JJJIC | Knacupane

IIpo ®apmanns™ EOOJL 30 117,72 1 mscTO

OIl 3

ancmld}f o6ura croitnoct ¢ JJJIC | Kinacupane ]
. Dapkon™ AJL 1 641 352,37 1 mMsCTO {
Oll 4

Y4acTHHUK o6mma croitrocrt ¢ JJIC | Knaenpane .

,.b. Bpayn Menukain™ EOOJL 394 522,40 )/ s




OIl 5

YYacTHHK o6ura croitnocr ¢ JIJIC Knacupane
»Pronnke Papma* EOOJ| 17 512,80 1 mscTO
OIT6
YyaacTHuK ( obuta croitnocr ¢ JJIC WnacnpaHe
SHAuarnoetux Umuokunrs 00J1 ! 556 112 l 1 msicTO
OIl7
YUYacTHUK obua croiinoct ¢ J[JIC Knacupane —]
»Conomen™ O0J] 1389 120,96 1 msicTo —I
OIT 8
anCTHHK o0ma croiitnoct ¢ J[JIC Knacupane
| .Meziexe™ 00/] 4 148 538,40 1 MsicTO
OIT9
| Yuacrauk o0uta croitnocr ¢ JIJIC Knacupane
| .Ekogapm™ EOO/] 108 197,70 | mscTo
OIT 10
YyacTHHK Q 6Lua croiiHoct ¢ J[JIC ﬂ Knacupane
~Menexkc” OO0/ ] 1331701, 20 | 1 msCTO
OIT 11
Yyactnux obma croiinocr ¢ JIJIC | Krnacupane 1
.Codapma Tpeiimunr AJ] 20387 725, 83 1 macTo ]
OIT13
YuactHuk o0mua croitrocr ¢ JIJIC Knacupane
»Paproa“ AJ] 351 089,14 2 mscTO
\ »Prounke Gapma™ EOOJ] 277075, 20 1 msicTO
OIl 14
Yuactunk ] od1ma croitaocr ¢ JIJIC Knacupane
~®ronnke Gapma EOOJ] | 37 394,40 | mscTo
OIT 15
W‘{aCTHI/IK obua croitnocr ¢ JIJIC Knacupane 4
bCocpapMa TpeHauur AJ] 2270 155,75 1 msicTO _}
OIl 16
YYacTHHK obwa croiinocr ¢ JIJIC Kiacupane
»Menekc* O0]] 16 950,00 /}“Mﬂéfd’“ ~




OIT 18

| Yuactaux

obwa croitrocr ¢ J[JIC | Knacupane

uCod)apMa Tpedauur< AJ[

.

39 373,20 | 1 msicto

OIT 19

| Vaacrauxk 00w croitnoct ¢ JIC | Knacupane

| .Kamntan dapy” EOOJ] | 1120 288,40 | 1 msicro
OIT 20
YYacTHHK odwa croitroct ¢ J[JIC
3 XHMHMIIOPT (bapma“ AJ] 1420 606,90 1 msCTO
OIl22

YaCTHHK obma croitroct ¢ JIJIC

»Pbonnke Gapma‘ EOO/ 13 668,14 1 mMs1CcTO
OIT 24

F“IaCTHHK obua croitrocrt ¢ JJIC Knacupane
~Meneke” O0J] 3 885 986,08 1 mMsicTO
»PbonKKe Papma“ EOOJI 4 092 158,44 2 MSICTO
OIT 26
Y4acTHHK [ obma croiiroct ¢ JIJIC Kuacupane
»EV EHJT I ®APMA BBJICAPUST™ EAJl | 2958 286,80 1 mscTo
OIT 27
YyacTHHK I obwa croitnocr ¢ JIJIC Knacupane
. I'sproecka Jlura Hannonanen Anreuen 435 692.00 1 MsicTO
Lientsp™ AJ]
OIT 29
Y4acTHuK | 0B1ma croitHocT ¢ JUIC Knacupane
»Codapma tpeitnunre AJl / 582 730,40 1 msicTO
OIT 31

B’ YACTHUK obma croiirocr ¢ J[J[C \ Knacupane

9595,00

»Menekc™ OO
»IIpo Papmarms EOO]]

7778,00

u

1. OITPEJIEJISIM
3a wsnbannren ua obmwecrsenara MOPEHIKA KJAACHPAHNATE HA ILPBO MSICTO YYACTHIIUL
10 Besika 060cobeHa mo3uIMs. -




1. OTCTPAHSIBAM

1.Ha ocnoBanue ui. 73, ai. 2, BbB Bp. ¢ WI. wi. 69, an. 1, 1. 1 ut. 3 or 30I1 OTCTpaHsBaM
.®ronuke dapma“ EOOJ[ no oGocobena mosumms No 12, TBit KaTo y4YaCTHHKBT HE €
IpencTaBuil JIOKyMeHT, OT KO#TO na e BUAHO, ue yobaHomomutesit (B cnyyas, ,,Papmanor”
EOOA u ,MHUII dapma” EOOJI) ca ymeIHOMOLIEHH OpeicTaBuTeNd Ha (Qupmara
IPOM3BOZUTEI, HPUTECIKATCIT HA PA3PEIICHHETO 3a yrmoTpeda Ha JIeKApCTBEHHUs TPOAYKT. 3a
obocobena mosuuust Ne 12 B odeprara Ha yyacTHHKA ca [IPE/ICTaBEHU OTOPHU3ALMOHHHN TTHCMAa
ot ,.®apmanor” EOO/] u , MUIT ®apma”™ EOO/I, npuapyskenu ¢ paspelicHus 3a ynorpeba Ha
JICKAPCTBCHUTE MPOAYKTH, OT KOWTO € BHIHO, Y€ MNPOH3BOMMTEINTE HA JEKAPCTBEHHTE
NPOAYKTH cCa pa3anvyHu oT JApyxectBata . Dapmanor” EOOJ], ,MUII ®apma” EOO/I.
ChoTBeTHO B oepraTa Ha yyacTHMKA JIMICBA JOKYMEHT, OT KOHTO 1a e BUJIHO, ue
yobiaHoMomutesat (B cnywas  @Papmanor” EOOJ[ u  MMUII ®apma” EOOJl) ca
YIBIHOMOIICHH NPENCTABUTENN Ha (pUPMATa TPOU3BONTEN, IPUTEKATEN HA PA3PEIICHIETO 3a
ynoTpeba Ha JIEKapCTBEHUS IPOJLYKT.

CBIIIacHO M3MCKBAHMSATA HA JOKYMeHTaluaTa, pasaen [V  Iloarotoska ma oeprara”, T.
10.1 yuactHuumre cneapa aa npeactapat OTOPH3ALMOHHO THCMO (opueunan wiu nomapuanio
saéepeno  konue) OT (uUpPMAaTa [POU3BOAMTEN, H3AAACHO HA MMETO HAa YYacCTHHKA,
YAOCTOBCPABALIO [paBa 3a NPEACTABUTEICTBO M/MJIM TBPrOBHUSI HA TEPUTOPUSITA HA ISU1aTA
CTpaHa. 3a TOBA M3MCKBAHE B I0KYMEHTALMATA € TIOCTABCHO MOSICHEHHE, Ue YYaCTHUKBT MOIKE
Aa NPEACTaBH JOKYMCHTHTE nocoueHd B T.10.1 u 1.10.2, kakTto OT mpom3BoaUTENHTE HA
JICKapCTBEHHTE MPOIAYKTH, Taka M OT YIBJIHOMOIIGHHTE MPEACTABUTENN Ha (HPMATE
TPOU3BOJMTENH, MPUTEXKATEIM HA PA3PELICHHETO 3a YHOTpeOa Ha JICKApCTBEHUTE MPOAYKTH. B
CIIy4ai, Ye yqacTHHKBLT € YIILIHOMOIIEH OT YILJANOMOIIEH MPeACTABHTE] HA ¢upmara
IPOM3BOHTET, NPUTERATE HA PA3PEIICHHETO 32 YNOTpeda Ha JeKADCTBEHHS MPOAYKT,
TO TOIi clefiBa 1a NpeACTaBH JOKYMEHT OT KOHTO € BHIHO, Ye YILIHOMOIHTEISIT ¢
YUBJHOMOIICH NPEACTABUTE Ha (PHPMATA NPOH3BOINTEN, IPHTERATE]T HA PA3PEIIEHHEeTo
32 ynorpeda Ha JIeKapCTBEHHsI NPOAYKT.

Ha crensamo msicro ..Mbonnke Mapma® EOOJ] mo o6ocobena mosumms No 12 He e
NPEACTABHIL W CepTH(UKATH. M3JaJEHM OT AKPEAMUTHPAHM IHNA 3a ceprH(uUKalus Ha
npemnaranute npoaykta mo bJIC, GMP umu ISO 9001:2008 wan ekBHBATICHT 3a JIEKapCBEHU
nponyktu ot OIT 12. 3a KOMTO MpPHUTEXATEN HA Pa3PEIIUTENHOTO 34 yrnotpeba ca KRKA,
Crnosenns, Admeda Arzmittel GmbH, Germany u Bepaun Xemu. AT, ['epmanust. [Tocouenure
AOKYMCHTH Ca 3aBJKUTEIICH CJIEMEHT OT O)epTaTa Ha YYaCTHHKA, KATO M3MCKBAHETO 33 TOBA €
TI0CTaBeHO OT BE3NOKUTeNs B pasnen II1.2.1 ot o6ssrennero u usucksanusta ua pasaen [V ot
JOKYMCHTALMATA 3a y4acTWe B npoueaypara. Takupa JOKYMEHTH He €a NPEACTABEHH KbM
JonbIHEHHETO ¢ BX. Ne10-00-551/11.06.2015 r.

2. Ha ocnoBauwme un. 73, an. 2, BbB Bp.cul wi. 69, an1. 1, 7. 1 uT. 3 or 30I1 OTCTpaHsIBaM
~@ponuke Papma“ EOOJ] no oGocobena mosuums No 16, TBH KaTo YYaCTHUKBT HE e
NPEACTaBUI  CePTU(UKATH, H3AAJEHH OT AaKpelUTHPAHH IHIa 3a cepruduKanus Ha
npeanaranute npoayktu mo bBAC, GMP umm ISO 9001:2008 wiw exBMBANEHT HA BCHUKH
nekapereenn npoayktu mo OIl 16 B npeson Ha Obarapeku e3uk. CbIJIACHO pasnen V
LM3HCKBaHUS KBM JoKyMeHTHTE”, T. | BCHUKH JOKyMEHTH ChALPKAIM ce B odeprata ce
IPEACTABAT B OPHIHHAI MJM KaTO KCEPOKOMMsS € HOTAapHajHa 3aBepKka, MM 3aBepKa Ha
YIacTHUKA, B 3aBUCHUMOCT OT BMJA HAa JOKYMEHTA M YKa3aHOTO [0 — rope. B IPeBOJ Ha
Obirapekn e3uk. OT MOCOYCHOTO M3MCKBAHE € BHIHO, Ye JNOKYMEHTHTE B o(eprara Ha
YHAcTHHKA, KOMTO ca Ha 9y)KI €3UK ClIe[BAa [la ca NMpeBeleHH Ha OBIarapcku e3uk. Takupa
AOKYMCHTH HE Ca NPE/ICTABCHH KbM JI0NBIHEHUETO ¢ BX. No10-00-551/11.06.2015 1.

3. Ha ocnosanwue un. 73, an1. 2, o8 Bp. ¢ WL W 69, air. 1, T. 1 uT. 3 or 30I1 orctpanssam
-Pborrke Mapma“ EOOJ] no o6ocobena nosuims Ne 29 Toii KaTo YWACTARKBT He e
MPEACTABUII 3aBEPEHO OT YYaCTHMKA KONME HA BaJHIHO pazpeu}gﬁtge'”gé \nm:pc@l Ha

Mo,

\




JICKApCTBEHMUS IPOJYKT B CTPAHATA, M31A1CHO Mo pena na 3JIIXM unn no pena na Pernamvent
/EO/ Ne 726/2004r. 3a Bemuku ACKapeTsenn nponyktu 3a OIT 29. ITocoyennte JOKYMEHTH ca
3/ILIDKUTENIEN @NIeMEHT 0T oyepTara Ha Y1aCTHHKA, KaTo U3HCKBAHETO 3a TOBA € MOCTABEHO OT
Bb3noxurens B paspen I11.2.1 or oGsBmenmero u M3HCKBaHUATA Ha pasgen [V or
AOKYMCHTALINATA 32 y4acTHE B IPOLe/TypaTa.

Ha crnenBamo mscro »DPLoHUKC ®apma“ EOOJ] 1o obocobena mosmims No 29 He €
MPEACTaBUI M CepTU(UKATH., W3JANEHH OT AKPCIMTHPAHN  JMLa 3a cepTU(GUKANUS Ha
lpeanaranute npoayktu no BJC, GMP mwm SO 9001:2008 wnmu exBupanenT na BCHUKH
JICKAPCTBEHN mpoayktH 1o OI1 29 g IPEBON Ha Obarapcku esmx. Cwriuacho pasuen V
SM3uckBanns koM AOKyMeHTHTE”, T. | BCHUKH HOKyMeHTH CBABPKAILN ce B odeprarta ce
PCACTABAT B OPUIMHA MM KATO KCEPOKOMMs C HOTapnanHa 3aBepKa, WM 3aBepka Ha
YIaCTHUKA, B 3aBUCUMOCT OT BHAA Ha AIOKYMEHTA M YKa3aHOTO 10 — rope, B IPEeBOJ Ha
Obarapckn esux. OT nocoueHoTo H3UCKBAHE € BHIHO, Y€ JOKYMEHTHTe B odeprara nHa
Y9acTHUKA, KOMTO €a Ha 4y’ €3MK clieBa ia ca [peBeaeHN Ha ObJarapcku eswk. Takupa
AOKYMCHTH HE Ca NIPE/ICTABEHH KbM JIOMBIHEHHETO C BX. Nel0-00-551/11.06.2015 .

4. Ha ocnoBanue . 73, an. 2. BbB Bp. ¢ W um. 69, an. 1, 1. 1 ut. 3 or 30[] OTCTpaHsiBamM
~®ponuke Dapma® EOOJ] mo obocobena nosummst No 32, Toii karo YUACTHUKBT He ¢
IPCACTABUII  CePTU(MUKATH, H3aACHH OT AKPCIMTHPAHK  JIHIA 3a  cepruduKanus Ha
fipeiuiaranute npoayktn no BJIC. GMP umn [SO 9001:2008 unu ekBHBaIEHT Ha BeHYKH
JEKapCTBeHH npoayktd no OIl 32 g [peBOA Ha Obiarapcku esmk. ChbIyacho paszgen V
M3ucksanus koM JIOKYMEHTHTE™, T. | BCHUKM TOKyMEHTH CBAbPKALIN Ce B oepraTa ce
TPEACTABAT B OPMIMHAIl MJIM KATO KCEPOKOMMS ¢ HOTapuanHa 3aBepKa, WM 3aBepKka Ha
YAaCTHHKA, B 3aBHCHMOCT OT BHJA HA AOKYMEHTA W YKA3aHOTO IO — rope, B NpeBOJ Ha
Obirapckn esuk. Ot nocouenoto H3HCKBAHC € BUJIHO, Y€ IOKYMEHTHTE B opeprata na
Y1aCTHHKa, KOMTO Ca Ha Uyl e3MK cJie/Ba 1a ca [peBeieHn Ha ObJIrapCcku e3ux.

Ha cnensammo wmscro »Pronnke Mapma’ EOO/I no o6ocobena nosunms No 32 pge e
NPEICTABHIT M NIOKYMEHT, OT KOMTO /1a € BUJHO, ue YIbIHomMomuresat (B cnyvas  , MAWNJIAH®
EOONl) e ymwanomomen IPCACTABUTENl HA (uUpMaTa NPOU3BOAMTE. MPUTE)KATE)l Ha
PA3PEIICHHETO 3a ynorpeba Ha JekapcTBeHHs MPOAYKT. 3a obocodena nozumumst No 32 g
odeprata ma yuwacruuka e MPEACTABCHO OTOPH3ALMOHHO mHCMO oT , MAMJIAH EOO/I.
Cploto e mpencrseHo oTHOBO H B AOMBIIHUTEHO  NIPEACTBEHHTE JOKyMeHTH, To e
[IPHIIPY’KEHO B o(eprata Ha yuacTHuka c paspelienne sa ynorpeba Ha JeKapcTBeHHTe
MIPONYKTH, OT KOMUTO € BHIHO, Y€ MPOU3BOIUTENST HA JICKAPCTBEHNUTE MPOAYKTH € Pa3iiueH OT
~MAUWJIAH" EOO/I. CrorBetHO B odepraTa Ha yyacTHHKa nHICRA MOKYMEHT, OT KOHTO na e
BUJIHO, Y€ yneaHomoutest (B ciayyas . MAWNJIAH” EOOJI) e ynbaromomnen NpeICTaBUTEN
Ha (upmara mpoussoamTen, HPHUTCHKATE HA paspelienneTo 3a ymotpeGa Ha JIEKapCTBEHHS
IPOIYKT.

ChriacHo m3mckBanuaTa Ha HOKyMCHTanusra, pasaen IV IMoarotorka na odeprara”, .
10.1 yuactaunmre crenpa na NpencTaBaT OTOPU3ALMOHHO THCMO (opueunan wiu nomapuanno
3asepeno  konue) 0T (upmara [IPOU3BOAMTEN, H3JAJ€HO HA MMETO Ha YUaCTHHKa,
YAOCTOBEPABALIO IpaBa 3a NPEJACTABUTEICTBO /WK TbProBHs Ha TEPHUTOPHATA Ha I(s71aTa
CTpaHa. 3a TOBa M3MCKBAHE B OKYMEHTALHSTA o TIOCTABCHO MOSICHEHHE, Ye YUACTHUKBT MOJKE
Ad TpEICTaBU NIOKyMeHTHTe rocouenn B 1.10.1 n T.10.2, KaKTO OT HpoM3BOUTE HTE Ha
JICKApCTBCHUTE MNPONYKTH, TaKa M OT YIBIHOMOLICHHTE Ipe/ICTaBUTeIM  Ha (pupmuTe
TIPOM3BOMIUTCIIH, IPUTEHKATENH HA pa3pelienneTo 3a YIoTpeba Ha JeKapeTBEHHTE npoaykTH. B
CaIydaii, de YIaCTHHKBT € yIbJIHOMOen o7 YILIHOMOImEH NpeacTaBuTe Ha gupmara
POM3BONTEI, NPUTERATEN HA pPaspemenneTo 3a ynorpeda Ha jexapersenus NPOAYKT,
TO TOil cieaBa aa npeacrasm JIORYMEHT 0T KOIiTO e BHaHO, ue YULJAHOMOIMUTE ST ¢

vilbu

YILIHOMOIIEH npeacTaBuTEN Ha GupMaTa POM3BOINTEN, NpUTeRATEd HAA-pa3
/T s




32 ynmorpeba Ha JeKkapeTBeHus mpoaykrt. Takupa JOKYMEHTH HE ca NpeACTaBeHH KbM
AombiHeHHeTo ¢ BX. Nel0-00-551/11.06.2015 r.

5. Ha ocuoBanue un. 73, an. 2. BB Bp. ¢ WI. un. 69, an. 1, T. 4 or 30I1 OTCTpaHsIBaM
»Menekc” OOJI mo ob6ocobena nozurms No 15, Tt KaToO yyacTHHKBLT He e NpEeACTaBUII
TCXHUYCCKO MpeiokeHue 3a obocodena mosunms No 15, Cren H3BbPIICHATA [IPOBEPKA Ha
AOKYMEHTHTE, ChAbPXKaK ce B [lnukose No 2 ma yuacrhuka ce YCTaHOBH, 4e ,.Menekc
OO/l He e npeacTaBUII TEXHHUECKO TIPeIoKeH e 38 060c06eHa nosunus Ne 15. B odeprara
ChIbpiKalla ce B IIHK Ne 1 yqacTHUKBT e ocount, ye yyacTsa 3a 060coGein mo3urmu No 8,

10, 15, 16, 24, 31. Crnen npoeepka komucusiTa e YCTaHOBMIIA, Y€ YYACTHHKBT HE € HPEIACTABUI
1 ik Ne 3 | 11eHoBo mpesioxkenne” 3a 060cobena nosunus Ne 15, JIuncara Ha Texunuecko
HILCHOBO  NpCMNOKCHUA B o(peprata Ha y4yaCTHHKA TNpeACTaBIIABA HapyLUICHHE Ha
TIpoUCaypaTa, KOCTO He MOXke 1a Objie CaHUpPaHO, MOPALH KOETO oTcTpaHsaBam ,.Menekc™
OOJI ot npoueypara 1o 060codeHa mo3mms No 15,

IV. IPEKPATSIBAM

I.Ha ocnosanme un. 39, an. 1, . 1 or 30IL obwecTsenara NOopbYKa B YacTTa I10
o6ocobenn nozuimu NoNo 17: 21: 23; 25; 28; 30 , na Gbue IIpeKpaTeHa ropaad JIuIca Ha
noaaleHH ohepTH.

2. Ha ocnoBanue wn. 39, an. 1, 1. 2 or 3011, obmecTBenara mopsuka B yacTTa 10
obocobena moszuumst Ne 12 u No 32, na Opae [IpeKpaTeHa nopaau OoOCTOSTENCTBOTO, ye
BCHYKH O(EPTH He OTrOBapsT HA MPEABAPHTENHO OOSBEHUTE YCIIOBHS HA BB3JIOKHTESI.

Hacrosmoro pemenne na ce M3MpaTH Ha y4aCTHHIMTE B NPOLEIypaTa NpH CIa3BaHe
pasnopendara Ha 4i1.73, ain. 3 or 30[1.

Pewennero moxe na 6u1e 0GskanBano 1o pena Ha ui. 120 ot 3011 npen Komucus 3a

3alllnTa Ha KOHKypeHuusita B 10-aneBen cpok ot [IOJFYYABAHETO MY.
coelndlisg )
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