“KOMINVIEKCEH OHKOJIOIT'MYEH HEHTDBP - CTAPA 3ATOPA” EOOJ
ep. Cmapa 3azopa yna. /I-p Tooop Cmoanosuu Nel5
men. 042/627 125, ghaxc 042/ 600 959

PEHIEHUE Ne 180

rp.Crapa 3aropa, 24.11.2015r.

Ha ocHoBanue un.73, an.l u wi.39 an.l or 30II u oTrpaseHure pe3ynraTtud B
npotokonu oT 06.10.2015r., 23.10.2015r. u 28.10.2015r. Ha KoMHCHsTa, HA3HAYECHA
cbe 3anosen Ne 143/06.10.2015r. na Ynpasurens Ha “KOIL] — Crapa 3aropa” EOO/]
rp.Crapa 3aropa 3a pasriexiaHe, OlleHKa U KJIaCupaHe Ha MOoJaIeHuTe OepTH OT:

»I BPTOBCKA JIM'A HALIMOHAJIEH AIITEYEH IIEHTHP” AJl -

rp.Codus

,CODAPMA TPENJIMHI™ AJ] - rp. Codus

,»@PAPKOJI” AJl - rp. byprac

HAATHOCTUK UMUJKWHI™ OO/] — rp. Codust

»>MEIEKC” OO/] — rp. Codus

,®bOHUKC ®APMA” EOO/I - rp. Codust

, XVUMUMIIOPT ®APMA” AJl - rp. Codust

L AHTUCEJI BbJITAPUST” OO/ — rp. Codust

~HOBUME]]” OO/ — rp. Codus

»EKODPAPM” EOO/] — rp. Codus

»b.BPAYH MEJIMKAJI” EOO/ — rp. Codus

»BbYJIMAP MJI” OO/ — rp. Codus
B OTKpHTA MpOLIelypa 3a Bb3jaraHe Ha oOLIeCTBEHa OPbUKaA C MPEAMET ,,/locTaBka
HA JIeKapCcTBeHH MpoayKTH mpe3 2016r.”, otkpura ¢ Pemenne Ne 122/01.09.2015r.
U yoauKyBaHo oOsBieHuE B ,,OdunuaneH BecTHUK Ha EBpomneiickus cpro3 mox Ne
310807 B 6poit S 171 ot 04.09.2015r., a B Peructbpa Ha 00IIECTBEHUTE MOPHUKU
KbM AOII - mox Ne 685298 na 01.09.2015r.

OBSBSBAM:

1. Knacupaneto Ha y4yaCTHHUIIMTE MO 000COOEHM MO3WIMU HAa MBPBO, BTOPO U
MOCJIEABAIIO MCTO ChIJIACHO OKOHUYaTeIHa 00001eHa Tadnua — [punoxenue Ne 1,
KOSITO € HEpa3/iesHa 4yacT OT TOBA PEIllCHUE.

2. KracupanuTe y4yacTHUIM Ha IBPBO MSCTO M OINpEACNsAM CBhIUIUTE 3a
U3IBJIHUTENN Ha OOLIECTBEHAaTa MOpBhYKAa MO OO0O0COOCHHM MO3UIMHU, CHIIACHO
[Tpunoxxenue ot Ne 2 1o Ne 12 kM TOBa pelieHrne KakTo clie/Ba:

2.1. ,TBPTOBCKA JINT'A HAIIMOHAJIEH AIITEYEH HHEHTBHP” AJl -
rp.Codus — npusnoxenue Ne 2

2.2. ,CO®APMA TPEUJIMHI™ AJl — rp. Codus - mpunoxerne Ne 3

2.3. ,,®APKOJI” ALl — rp. Byprac - npunoxenue Ne 4

2.4. , JUATHOCTUK UMUJIKMHI™ OO/ — rp.Codus - npunoxxerne Ne 5
2.5. ,MEJIEKC” OO/] — rp. Codus - npunoxenne Ne 6

2.6. ,,®bOHUKC ®APMA” EOO/] - rp. Codus - mpuioxxenue Ne 7

2.7.  XUMHUMIIOPT ®APMA” A/l — rp. Codus - npunoxenne Ne 8

2.8. ,HOBUME” OO/ — rp. Codus - npunoxenne Ne 9



2.9. ,,EKODAPM” EOO/] — rp. Codus - npunoxxenue Ne 10

2.10.,, . LPAYH MEJIUKAJI” EOO/] — rp. Codust - npunoxxenue Ne 11

2.11.,, BYJIMAP MJI” OO/] — rp. Codus - nmpuioxxenue Ne 12

MotuBu: OmnpeneneHnuTe 3a W3MBIHATEIN Ca MPEIOKIWIN HAll-HUCKU IICHHU 3a
odpepupannte nponaykTu. Kilacupanu ca Ha THPBO MICTO OT KOMHCHUSATA 32
npoBexaane Ha OI1.

3. OTcTpaHsBaM OT ydacTue B MpoIeaypaTa 1mo 000COOCHH MO3UIIUN CIICTHUTE
YYaCTHHIH U 0()EPTUTE UM, KAKTO CJIC]IBA:

3.1. ,,TBbPTOBCKA JIUT'A HAIIMOHAJIEH AIITEYEH HEHTBHBP” A/l
— rp. Codus u odeprara My no odocobenu nozuuuu Ne 107 u 185 Ha ocHOoBaHMe
41.69, an.1, 1.3 ot 30I1, nopaau HecbOOPa3eHOCT Ha IIEHOBaTa odepTa ¢ yCIOBUATA
Ha OII.

MotuBu: B 1.6 o1 ,,YKka3aHus 3a moAroToBka Ha opepTUTE Ha YYACTHULIUTE U
1.l ,,Jlena Ha mocraBka“ oT obOpazen Ha ,,lleHoBa odepra’ KbM JOKyMEHTalIMITA Ha
OIl e mnocouyeHo, ye odepupaHUTe LIEHU HE CcleABa Ja ca IO0-BUCOKH OT
pedepeHTHUTE CTOMHOCTH, MOCOYeHU B [103UTHBHUS JIEKapCTBEH CIUCHK. Bbrpeku
TOBA, YYaCTHUKBT € TMPEJIOKKI II€Ha, KOATO € IM0-BUCOKAa OT pedepeHTHaTa
croiiHoct B IIJIC 3a chOTBeTHHs JE€KapCTBEH MPOAYKT MO 000coOeHa MOo3ULus
Ne107.

ToBa HapylieHHe € OCHOBaHHWE 3a OTCTpaHsABaHE HA y4acTHHKA Mo 4i.69, am.l,
1.3 ot 30IL.

B o6sBienneTo 3a OIl npunoxenne b otHocHO 000coOeHa mo3umms Ne 185 u B
,Crnenudukaius Ha JIEKapcTBeHU NpoaykTu' — ,,1.2. JIekapcTBeHU NMPOIYKTH U3BBH
IUIC* B komoHa 6 or pokymeHTauusita Ha OIl BB3JIOKUTENAT € MOCOYMI
M3HUCKyeMara JiekapcTBeHa ¢opma 3a JIeKapCTBEH MPOAYKT OT 000coOeHa mo3utius Ne
185 — om.x2016. C odepraTa cu y4acTHHKBT Mpeasiara JIEKApCTBEH MPOAYKT C
THPTrOBCKO HaMMEHOBaHME ,,Para Ceta” ¢ mpuTexaTen Ha pa3penieHueTo 3a ynorpeda
,HJalikapapma BrcokokauecTBenute yekapcrtBa™“ AJ] B yekapctBena dopma tabl
500mg x10. Taka odepupaHoTo € B OTKIOHCHHE Ha H3UCKBaHUATA 32 01.X20TO.

ToBa HapyllleHHE € OCHOBaHUE 3a OTCTPAaHSIBAaHE HA y4YacTHHKA Mo Wwi.69, an.l,
1.3 ot 30IL.

3.2. ,,CO®PAPMA TPEMJUHI” AJl — rp. Codus u odeprata My Mo
o6ocobenn mozunuu Ne 2, 20, 59, 64, 66, 73, 82, 107, 113, 120, 137, 152 u 153 Ha
ocHoBanue wi.69, an.1, 1.3 ot 30I1, nopaau HECHOOPaA3EHOCT HA lIEHOBaTa oepra ¢
ycioBusTa Ha OIl.

MotuBu: B 1.6 or ,,YKa3aHus 3a NOJAroToBKa Ha OoPepTUTE HA YUACTHUIUTE U
1.l ,,Jlena Ha mocraBka® oT obOpazel Ha ,,lleHoBa odepra* KbM JOKyMEHTaLIUITA Ha
OIl e mnocouyeHo, ye odepupaHUTe LIEHH HE CcleABa Ja ca IO0-BUCOKH OT
pedepeHTHUTE CTOMHOCTH, MOCcOYeHU B [103UTHBHUS JIEKapCTBEH CIUCHK. Bbrpeku
TOBA, YYaCTHUKBT € MPEJIOKUI LIEHH, KOUTO Ca MO-BUCOKH OT pePEpeHTHUTE
croitnoctn B IIJIC 3a ChOTBETHHUS JIEKAPCTBEH MPOAYKT MO Te3u 000coOeHU
TIO3UIINH.

ToBa HapylIeHHE € OCHOBAHHE 3a OTCTPAaHSIBAaHE HA yYacTHHKA 1o 4i.69, an.l, 1.3
ot 30IL.



3.3. ,,@APKOJI” AJl — rp. Byprac u odeprara My 1o o6ocodenu no3utuu No

52, 104 u 224 na ocHoBanue 4i.69, an.l, 1.3 ot 30Il1, nopagu HecbOOPa3eHOCT Ha
neHoBata odepra ¢ ycnoBusara Ha OIl.

MotuBu: B 1.6 0OT ,,YKa3zaHnus 3a mOoAroToBKa Ha odepTUTE HAa YUaCTHULUTE U
1.1 ,,Ilena Ha moctaBka“ ot oOpasemn Ha ,,lleHoBa odepTa* KbM AOKYMEHTAIHMATA HA
OIl e mocoueHo, 4e odepupaHuTe LIEHW HE CcleABa Ja ca IO-BUCOKH OT
pedepeHTHUTE CTOMHOCTH, TTOcOYeHU B [I03UTHBHUSA JIEKAPCTBEH CMHCHK. BhIpeku
TOBA, YYaCTHUKBT € MPEJIOKUI IIEHH, KOUTO Ca TO-BHCOKH OT pPEePEpPEHTHHUTE
crorinoctu B IIJIC 3a chOTBETHHSI JIEKapCTBEH MPOAYKT MO0 000c00eHn mo3uIu No
104 u 224.

ToBa HapylIeHHE € OCHOBaHWE 3a OTCTPAHSIBAaHE HA y4YacTHHKA Mo Wwi.69, an.l,
1.3 ot 30IL.

B 1.6 oT ,,YKa3zaHus 3a moAroToBka Ha odeptute Ha ydyactHuiurte u T.l ,IleHa
Ha jJocTaBka“ oT obOpazen Ha ,JlleHoBa odepra” kbMm mokymeHntanusta Ha OIIl e
MIOCOYEHO, Y€ o(hepupaHuTe LIEHU CE MOCOYBAT B OBJITapcKu Jiea, ¢ BKiItoueH J/IC,
KaTo T€ ChABPKAT BCUYKU BH3MOKHHM HAYMCICHUSI W Pa3XoJd MpPHU M3IMBIHEHUE HA
OIl. Coc cBoe mucmo BX.Ne 3275/02.11.2015r. y4acTHUKBT 3asiBsiBa, Y€ HE
MOJIBPKA TIPEeJIOKeHaTa 1eHa 1Mo o0ocoOeHa mo3uius Ne 52 3apamu mpoMEHEHU
YCJIOBUSI HA MPOU3BOAUTENS, MMOPAIU KOETO MpaBU Kopekuus B Hes. ChriiacHO ui.54
an.2 ot 301l ydacTHUKBT MOXeE J1a TpOMEHs odepTaTa CU J0 U3TUYAHE HAa CPOKa 3a
noxaBaHeTo M — 13:00 gaca na 05.10.2015r. ITonacTosIieM TOBa € HEBB3MOXKHO. 110
TO3U Ha4WH oepTara My HE OTroBaps Ha MPEABAPUTEIIHO OOSIBEHUTE YCIOBHSI.

ToBa HapyIlIEHHE € OCHOBAHUE 3a OTCTPAHSABAHETO HA YYaCTHHKA MO wi.69, an.l,
1.3 ot 30I1.

3.4. ,MEJEKC” OO/ — rp. Co¢pus u odeprata My mo 060co0EHU MO3UITUU

Neo 8, 92 u 135 na ocHoBanue 4i1.69, an.l, 1.3 ot 30I1, nopaan HechL0Opa3eHOCT Ha
1eHoBara odepta c ycnopusta Ha OIl.

MotuBu: B 1.6 o1 ,,YKka3zaHus 3a MoAroToBka Ha opepTUTE Ha YYaCTHULIUTE U
1.l ,,Jlena Ha mocraBka® oT obOpazel Ha ,,lleHoBa odepra* KbM JOKyMEHTaLIUITA Ha
OIl e mocoueHo, 4e odepupaHuTe LIEHW HE CcleABa Ja ca IO0-BUCOKH OT
pedepeHTHUTE CTOMHOCTH, TTOCOYeHU B [103UTHBHUSA JIEKAPCTBEH CMHCHK. BhIpekn
TOBA, YYaCTHUKBT € MPEJIOKUI IIEHH, KOUTO Ca TO-BHCOKH OT pPEePEPECHTHHUTE
croitHoctu B I1JIC 3a ChOTBETHHMSI JIEKAPCTBEH MPOIYKT MO 000coOeHu mo3utru Ne 8
u 135.

ToBa HapyllleHHE € OCHOBaHHME 3a OTCTPAHSBAaHE Ha y4acTHHKa mo 4i.69, an.l,
1.3 ot 30IL.

B 1.6 oT ,,YKa3aHus 3a moAroToBka Ha odeptute Ha ydyactHuiurte u T.l ,IleHa
Ha jJo0cTaBka“ oT oOpazen Ha ,JlleHoBa odepra” kbMm mokymeHtanusta Ha OIIl e
MIOCOYEHO, Ye o(epupaHuTe LIEHU CE NMOCOoYBaT B OBJITapcku Jiea, ¢ BkiatoueH J/IC,
KaTo T€ ChAbPKAT BCUYKUA BH3MOKHHM HAYWCICHUSI U Pa3XOoJd MNP W3IBIHECHUE HA
OIl. Csc cBoe mucmo Bx.Ne 3294/02.11.2015r. y4acTHUKBT 3asBsIBa, U€ € JIOMyCHAJ
TeXHUYECKa Tpelika MpU HU3MHCBaHE Ha IleHaTta 3a obOocobeHa mo3uius Ne 92
nmopajayd Koeto mpaBu Kopekiusa B Hed. ChbriacHo wi.54 an.2 ot 30l y4aCTHUKBT
MO3Ke J1a TpOMeHs opepTara CH JJ0 U3TUYAHE HA CpoKa 3a mojaBaHeTo i — 13:00 gaca
Ha 05.10.2015r. IlonacTosimem ToBa € HEBB3MOXKHO. [10 To31 HauMH odepraTa My He
OTTOBaps Ha MPEBAPUTEITHO OOSIBEHUTE YCIOBUA.



ToBa HapyllleHHE € OCHOBaHHWE 3a OTCTpaHsABaHE Ha y4yacTHHUKa mo 4i.69, an.l,
1.3 ot 30IL.

3.5. ,,ObOHUKC ®APMA” EOOH - rp. Copus u odeprata my mo
00ocobenu mo3mmuu Ne 52, 75, 82, 99, 104, 107, 113, 120, 123, 149 u 153 na
ocHoBanue wi.69, an.1, 1.3 ot 30I1, mopaau HECHOOPA3EHOCT HA IIEHOBaTa oepra ¢
ycnosusita Ha OIL.

MotuBu: B 1.6 0OT ,,YKa3zanus 3a mOAroTOBKa Ha odepTUTe HAa YUaCTHULUTE U
1.1 ,Ilena Ha moctaBka“ ot oOpasemn Ha ,,lleHoBa odepTa* KbM AOKYMEHTAIMATA HA
OIl e mocoueHo, ye odepupaHuTe IIEHH HE CIeABa Ja ca TMO-BUCOKH OT
pedepeHTHUTE CTOMHOCTH, TTOCOYeHU B [I03UTHBHUSA JIEKAPCTBEH CMHCHK. BhIpeku
TOBA, YYaCTHUKBT € MPEJIOKUI LIEHH, KOUTO Ca MO-BUCOKH OT pePEpeHTHUTE
croitnocty B I1JIC 3a chOTBETHHMSI JIEKAPCTBEH MPOIYKT MO 000COOEHU MO3ULIMH No
75, 82,99, 104, 107, 113, 120, 123 u 153.

ToBa HapyllIeHHE € OCHOBaHME 3a OTCTPAHSBAaHE HA y4YacTHHKA Mo wi.69, an.l,
1.3 ot 30I1.

OT cucTeMaTU4YHOTO MSICTO Ha 00ocoOeHa mo3uiusa Nel49 B ,,Crnenndukanus Ha
nekapcTBeHu npoayktu' - 1.1 JlekapcTBeHM NpoayKTH OT mnpuiioxkeHue No2 Ha
[UIC* e BumHO 4e odepupaHus JEKAPCTBEH MPOMYKT CJI€/IBA Ja € BKJIIOYEH B
[Tpunoxxenue Ne2 na [IJIC. YuacTHUKBT npejyiara Ja 10CTaBU JIEKAPCTBEH MPOAYKT
¢ Teproecko HammeHoBanue ,,JODSEPTADON SOL. 1000 ML* u nputexxaren Ha
paspernieHueTo 3a ynorpeda ,,Xumakc”. OT uU3BbpIIEHATA CIIPaBKa C€ YCTAaHOBU Y€
TakbB He Qurypupa B [LJIC.

ToBa HapylIeHHE € OCHOBaHME 3a OTCTPAHSIBAaHE HA Y4YacTHHKA Mo w69, an.l,
1.3 ot 30IL.

B 1.6 o1 ,,Yka3aHus 3a moArotoBka Ha odpeptute Ha ydyactHuuurte u T.l ,IleHa
Ha jJocTaBka“ oT oOpazen Ha ,JlleHoBa odepra” kbMm mokymentanusta Ha OIIl e
MOCOYEHO, Y€ O(epupaHUTe LIEHU CE IMOCOYBAT B OBJIrapcku JieBa, ¢ BkiItoueH J/IC,
KaTo T€ ChAbPKAT BCUYKUA BH3MOKHM HAYMCICHUSI U Pa3XOJUd MPU M3IBIHEHUE HA
OIl. Csc cBoe nmucmo Bx.Ne 3329/04.11.2015r. yqacTHUKBT 3asBsIBa, U€ € JIOMyCHAJ
TEXHUYECKa Tpelika MpU M3MHUCBaHE Ha IleHaTa 3a o0ocoOeHa mosumms Ne 52,
nopajayd KoeTo mpaBu kopekiusa B Hed. CwbriacHo wi.54 an.2 ot 30I1 y4acTHUKBT
MOJKe J1a TpOoMeHs opepTara Cv JI0 U3THYAHE HA CpoKa 3a nmogaBaHeTo i — 13:00 vaca
Ha 05.10.2015r. [TonacTosiiiem ToBa € HEBb3MOXKHO. 10 TO3u HaunH odepTata My He
OTroBaps Ha MPEJIBAPUTEITHO OOSIBEHUTE YCIOBHS.

ToBa HapyllleHHE € OCHOBaHHME 3a OTCTPAHSABAaHE Ha y4acCTHUKaA 1o 4i.69, an.l,
1.3 ot 30I1.

3.6. ,,BYJIMAP MJI” OO/l — rp. Codusi u odeprara My mo obocoOeHu
nosuniun Ne 149 u 150 Ha ocHoBamme wi.69, am.l, 1.3 ot 30Il, mopamu
HeCch00pa3eHOCT Ha IieHoBaTa odepra ¢ ycrmoBusara Ha OIl.

MotuBu : OT cUCTEMAaTUYHOTO MCTO Ha 000ocoOenu nmo3uuuu NeNel49 u 150 B
LCnenudukanus Ha jekapcTBeHu mnpoayktu' - ,1.1. JlekapcTBeHH NpPOAYKTH OT
npuioxerue Ne2 na [1JIC* e BuaHO ue odepupaHuTe JICKapCTBEHHU MPOIYKTH ClIe/IBa
na ca BitoueHu B [Ipunosxenue No2 na [JIC. YuacTHUKBT npeaJiara Jia 10CTaBU IO
o0ocobena mo3unus Nel49 nexkapcTBEeH MNPOAYKT C THPIOBCKO HAMMEHOBAHUE
JHonacent Kynpo 10% (1/1) p-p 3a koxxa 1000 ml* 1 mputexaTen Ha pa3peLICHUETO
3a ymotpeba ,,Kympo-94“ OOJl m na noctaBu mo oOocobGena mozumus Nel50
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JIeKapCTBEH MPOJYKT C ThProBCKo HaumMeHoBaHue ,,omacent Kynpo ma3 10% 90 g x
3“ M mpurexares Ha paspemieHueTo 3a ymnorpeba ,,Kymnpo-94“ OOJ/l. Ot
U3BbpIIEHATA CIIPABKA CE€ YCTAHOBM ue TakuBa He ¢urypupar B [LJIC.

ToBa HapylleHHE € OCHOBaHHUE 3a OTCTPAHSABAaHE HAa y4acTHHKa Mo 4i.69, an.l,
1.3 ot 30IL.

4. IlpekpatsiBam nporieaypara 3a Bb3narane Ha OIl mo o6oco6enn nozummu NeNe
29, 32, 35, 70, 114, 166, 169, 174, 175, 176, 181, 193, 195, 197, 198, 201, 205, 206,
207,209, 210, 211, 219, 220 u 221 na ocaoBanue wi1.39, an.1, 1.1 ot 30I1.

MotuBu: Jlurncea opepra OT yyaCTHUK MO T€3U 000COOEHH MO3ULIUH.

5. IlpekpatsBam mporenypara 3a Bb3iaarane Ha OIl mo o6ocobeHu mo3UITUU
NeNe 2, 8, 64, 75, 82,99, 104, 107, 113, 120, 123, 135, 137, 153 u 224 nHa ocHOBaHHe
439, an.1, 1.2 ot 30I1.

MotuBu: Bcuuku odepTtd OoT ydacTHHIM TO Te3M 000COOEHU TMO3MIIMH HE
OTrOBapsT Ha MPEIBAPUTEITHO OOSIBEHUTE YCIOBUS OT BBH3JIOKUTEIIS.

Hepaznaenna dact ot perieHuero ca npuioxkenus ot Ne 1 go Ne 12,

Hacrosimoro peuienue nojuiexxu Ha oOxkansane npes Komucusita 3a 3ammra Ha
KOHKypeHIuATa B 10 THEBEH CPOK OT MOTYyYaBAHETO MY.

Pemenuero na ce u3nparu B TPUIHEBEH CPOK JI0 BCUYKH YIACTHHITH.

VYmpasuren: /m/
/n-p Iletbo BbiiueB Ynnuurupon/
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