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3a mpekparsiBaHe Ha oOIlecTBeHa ITOpbYKa, IpoexmaHa upes ,IlyGrmano
cbeTesanme” ¢ mpeamer: , JIocTaBku Ha jleKapCTBEHM IIPOIYKTY, MEIVIIMHCKM U3IENS U
ne3nHdeKTaHTH (32 pbIle M KOXa, 3a MHCTPYMEHTH M 3a MOBbPXHOCTM U CAaHUTAPHU
Hy»xm) 3a Hyxaure Ha ,, JIKL I-To6pra” EOO/” o o6ocobenn rmosummm”, oTKpuTa Cbe
3amosen  NePK-12-104/21.12.2018r. wna vynpasBurenss Ha ,JMATHOCTUYHO-
KOHCYJITATMBEH LIEHTDBP I - JIOBPMY”EOQO]], B yacTra OTHOCHO:

Obocobena nosurs No8 |, [lesnndexranru”.

Obocoberna nmoswmims Nol, HOMeHK/IaTy pHu eavHuLy Ne64, No77 u Nelle.

Ha ocnosanue wi.181 an.6 or 30I1 BbB Bpb3ka ¢ wi1.108 1.4 ot 30I1 u BB3
OCHOBa Ha pesyjTaTUTe OT pasIyiex[aHe M OLleHKa Ha odepture, oOeKTMBMpaHWU B
JIOKTIaZl, YTBbPAeH OT Bb3JIOKMTElIs, Ha KOMMCUATA, Ha3HayeHa CbC 3arose] NoPK-12-
004/18.01.2019r.,
PEIIIVX:

[. TIPEKPATSIBAM o6iecTBeHaTa mopbuka oTHOCHO O6ocobena mosuims Nog,
Ha ocH. wi. 110, art. 1, 1.1 or 30I1., TH1 KaTo HAMa NOCTBININ OPEPTHL.

II. OTCTPAHSBAM na ocHoBanme wi.107, 1.2, 6yksa ,a” or 30Il yuacTHuka
,CODPAPMA TPEVI[IVHI” A[l, nno orHo1eHue Ha odepraTa My 110 0bocobeHa o3
Ne2 or mpoleayparta, Thi1 KaTO CbIVIACHO TexHUYecKa crerydukanys OMHTHT MaprieH
no HoMmeHKIaTypHa eauHuiia Ne5 m Nob6 cnempa nma O6bme 100% mnamyk, a ot
IpegocTaBeHuTe MocTpu ce ycraHoBu, 4ye He e 100% namyk. CbabpkaHueTo My e
MonaKpurl, KorpuHa 62% v ca camo 38% rnamyk.

II.1. OTCTPAHSIBAM na ocnosanue w1107, 1.2, O6yksa ,a” or 30l yuactHmka
"MICTJIMHK BBJITAPVA”OO/, mo orHoumeHue Ha odeprata My 10 obocobeHa
nosuimsa Ned or nporenypara. TexHU4eckoTo TIpeiokKeHMe He ChOTBETCTBA Ha
npeaBapuTesIHO OOsBeHNTe yC/I0BUs B O0SIBJIEHMETO M JJOKYMeHTalMsITa Ha 0P bYKaTa,
Th KaTo B TeXHUYECKOTO IIpe/UIoXKeHWe He e TMomrbIHeHa rpada , Toproscko
HayMeHOBaHMe 110 HOMeHK/IaTypaTa Ha KaHauaara”.

I1.2. OTCTPAHJIBAM Ha ocnopanue 41.107, 1.2, 6yksa ,a” or 30I1 y4acTHMKa
"OPAPKOJT'A/I mo orHomenue Ha odeprata My 1o obocobena mosummst Nel,



HOMEHK/IaTypHu enuHULM Nell6, Ne64, No77 1o creguure 0obocobeHM TmO3UIIMM:
TEXHWHECKOTO MPEeUIOKEeHWe Ha yyacTHMKA II0 OTHOUIEHMe Ha HOMEHK/IAaTypHa
enuumia Nell6 He choTBeTCTBa Ha ITpeIBapUTENHO 0BSBEHUTE YC/IOBMS B 0OSBIeHIETO
1 IOKyMEHTalMsATa Ha II0pbYKaTa, Thil KaTo B crierydukanmsra ce ucka Phenylephrine
Vision 100 mg/ml eyedrops, a ce npemwtara ®enmwiedunapus BiokbH ounn xarku 25
MIr/min no 5wt TexHWYecKoTo TpeuIokeHMe Ha y4acTHMKa He CbOTBETCTBA Ha
VISUCKBaHMsATa W 110 OTHOILIEHNME Ha HOMeHKIaTypHa eauHuua No64, Tl KaTo
npeiokenust Municgpun 2,5% 5M1 He ChOTBETCTBA HA MEX/TYHAPOIHOTO HENaTeHTHO
HaMMEHOBaHMe, TIOCOYEeHO B IIpeIBAPUTENTHO O0sBeHMTE YCIoBUA. TeXHMYecKoTo
HPEIVIO’KEHME Ha y4YacTHMKA 10 HOMeHK/IaTypHa erHuia No77 ChIio He ChbOTBeTCTBA Ha
VISVICKBAHWATA TIOpa/ HEChOTBETCTBIE Ha KOHIEHTPALMATA Ha Mpe/UIokeHns Muapym,
Konuro e ¢ koHueHTtpaums 0,5%, a He c KOHUeHTpauust 1%, KakTo e II0OCOYeHO B
JIOKYMeHTallsITa.

I1.3. OTCTPAHSIBAM Ha ocHopanwme w1.107, T.2, Oyksa ,a” or 30I1 yuacthuka
"PAPKOIT"Al 1o orHomenue Ha odeprata My mo obocobena mosurms Nob.
TexmHimdeckoTo mnpetokeHne Ha yuyacTHMKAa He CHOTBETCTBA Ha TrpeIBapUTEeTHO
obsBeHMUTE yC/10BUS B 0BSBICHMETO M AOKyMeHTalMsTa Ha [10OpbYKaTa, ThI KaTo Mpu
perien Ha moctpure  Komucumsta  ycraHOBM, 4e phKaBUIMTEe jlaTekc 0e3 Talk,
T10cO9eHN B HOMEHKITaTypHa efuHuMIa Neb v Ne7 jiecHO ce KbcaT M He OTroBapsiT Ha
[IOCTAaBEHOTO OT BB3JIOKUTEIS U3MCKBaHe 3a CMJIa Ha CKbeBaHe 6N.

I1.4. OTCTPAHSIBAM Ha ocHOBaHMe w1.107, 1.2, 6ykBa ,a” or 30I1 Y4aCTHMK?
"XEJIME]T BB/ITAPVIAI"AT no otHowenme Ha odeprara My 10 obocobeHa mo3wIMs
No2. TexHn4ecKOTO INpeyIoKeHMe Ha y4yacTHMKA He ChOTBETCTBA Ha [IpefIBapuTe/THO
obsiBeHuTe yC10BUS B OOSIBIIEHMETO M [OKyMEHTALMSITa Ha ropbykKaTa, ThbIl KaTo
MpEACTaBeHNTE MOCTPYU Ha MEAVLIMHCKY M3[Ie/TMA TI0 HOMEHKIATypHU equHui  Nod,
No5, No6, No7, No8, Ne9, Nell, No12, Nel3, No22 He CbOTBETCTBAT Ha M3VICKBaHMSITA Ha
Boanoxurensi, mocraseny B TexHudeckarta crietmdpmKarmsi ot JOKyMeHTallMsITa, a
“UMEeHHO:

- CehbrimacHO TexHMYeckara cnermdukanms, OGUMHTBHT MapJsieH, [OCOYeH B
HOMeHK/TaTypHa equHuia Ned or obocobena rosurms Ne2, crieriBa j1a e cbe 3aBbpILIeHU
Kpamnira, a rpejiocrabeHara MocTpa e Ge3 3apbplieHn Kpauilia.

- ChbrinacHo TexHudeckara criermdumkanys, GMHTHT MaprieH, [10COYeH B
HOMeHK/IaTypHa efuHuiia Ned ot ob6ocobena noszuims No2, crteisa ma e ¢be 3aBbPIIeHN
Kpamilia, a rpejiocTaBeHaTa MOCTpa e 6e3 3aBbpllieHy Kpauliia.

- ChbriacHo TexHuueckara crielmduKalys, KOMIPechT MapJieH, IoCoueH B
HOMeHK7IaTypHa ennHMIa Neb oT 06ocobena rosuims No2, crrenia 11a e ¢ rberoTaTa Ha
Huikure 17, 23r. Ha xB.m. mmpuna 100 oM, a npenocraBenara MOCTpa e pexasa, ¢ efipa
'bCTOTA Ha HUIIKMTE M He oTroBapsi Ha 17,23r. Ha 100 cm.

- ChbITlacHO TexHWdYecKaTa creLMUKAIMS, TbCTOTaTAa HAa HUIIKMTE Ha
KOMIIpec MapreH, I10coueHa B HOMeHKIaTypHa eauHuiia Ne7 or ofocobeHa mosmims
Ne2, ciienipa ma e 17, 23r. Ha KB.M. umpuna 100 cm, a npesrocraBeHaTa MocTpa e pexasa,
€/lpa 'bCTOTA Ha HUILIKUTE M He oTroBapst Ha 17,23r. Ha 100 oM.



- CernacHo TexHudeckara creumdukaims, IbCTOTaTa Ha HUIIKUTE Ha
KOMIIpeC MapJieH, IocodeHa B HOMeHK/IaTypHa eauHuia Ne8 or obocobena mosuiims
No2, crieiBa pa e 17, 23r. Ha xB.M. mmpuHa 100 cM, a mpegocTaBeHaTa MOCTpa € pexasa,
e[ipa rbCTOTa Ha HULLIKMTE 1 He oTroBaps Ha 17,23r. Ha 100 cm.

- CobriiacHO TexHu4YecKaTa crielimduKalysi, I'bCTOTaTa Ha HUINKUTE Ha
KOMIIpeCc MapJieH, I10coYeHa B HOMeHKIaTypHa edauHuna Ne9 or obocobeHa mosmiivs
Ne2, cniepBa na e 17, 23r. Ha KB.M. mmpuna 100 cM, a mpegocTaBeHaTa MOCTpa € pexasa,
eflpa r'bCTOTa Ha HUILIKMTE U He oTroBaps Ha 17,23r. Ha 100 cm.

- CerilacHO TexHUUecKaTa crienduKalysi, F’bCTOTaTa Ha HUIIKMATE Ha MapJis
S5M tun 17, mocoueHa B HoMeHKIaTypHa enmauua Nell or obocobena rosmimsi No2,
creniea ga e 17, 23r. va xB.m. mmpuna 100 oM, a mpeiocTaBeHaTa MOCTpa € pexasa, efipa
I'bCTOTa Ha HUILKUTE 1 He oTroBapst Ha 17,23r. Ha 100 cm.

- ChbriiacHO TexHMyeckaTa crienyduKarys, rbCToTaTa Ha HUIIKUTE Ha MapJisi
Ha Tort x100 tun 17, nocoyeHa B HOMeHKIIaTypHa eauHMIIa Nel2 ot obocobena mosmis
Ne2, crrenpa ma e 17, 23r. Ha KB.M. mmputa 100 cM, a mpegocraBeHara MocTpa e pexasa,
e/ipa I'bCTOTa Ha HUILIKUTE U He oTroBapst Ha 17,23r. Ha 100 cm.

- CobIrtacHO TexHMYeckara crielmdmKalms, rbcroTaTa Ha HUIIKUTE Ha Mapris
Ha tort x200, Tun 17, nmocoueHa B HOMeHK/IaTypHa eauHuia Nel3 ot 0bocobeHa mosuims
Ne2, crenpa na e 17, 23r. Ha xB.M. mmpusa 100 cM, a npejiocTaBeHaTa MOCTpa e pexasa,
e/lpa I'bCTOTa Ha HUILIKKUTE 1 He oTroBapsi Ha 17,23r. xHa 100 oM.

- CobriacHO TexHudeckata crieipidpymkanmsi, OMHTBT MapsieH, I10COYeH 3
HOMeHK/IaTypHa efuHMIa Ne22 ot obocobena mosuiyst No2, ciiefiBa 1a € CbC 3aBbpIIIeHN
Kpawuilia, a [pegocTaBeHaTa MocTpa e 6e3 3apbpIlleHn Kpauiiia.

IL5. OTCTPAHSIBAM Ha ocnoanme w1107, 1.2, 6yksa ,a” or 30I1 yuyacTHuKa
"XEJTIMEII BBJITAPVISI"AJL 1o oTHomeHue Ha odpeprata My 1o obocobeHa mosmims
Nob. TexHUUECKOTO TIpeyIoKeHMe Ha ydyacTHMKa He ChOTBETCTBA Ha IIPeIBapUTEIIHO
obsBeHUTe YC/I0BYMS B ODSIBIIEHMETO M JIOKYMeHTalMsITa Ha [IOpbYKaTa, Thil KaTo JIUTICBa
"MOCTpa 110 HOMEHK/IaTypHa euHuIa N5,

[ILTIPEKPAT/IBAM obiectsenara rnopbuka orHocHO O6ocobena mosmums Nel,
HOMEHKJIaTypHM eauHuLM No6d, No77 u Nel16 xa ui. 110, an.1, 1.2 or 30I1, Tbi1 kKaTo
nojazgeHara odepra e Heroaxomasia 1o cMuckia Ha §2, 1.25 or [IP Ha 30I], ropaau
ClIeJIHUTE MOTUBMA:

Texaunueckoro npemmoxenne Ha yuyacriuka ,PAPKOJT” AJl o orHOmIeHMe Ha
obocobena mosuums Nel, HoMmeHkIatypHa enuuuiia Nellé He choTBeTcTBa Ha
IIpeIBapUTETHO ODsiBeHMTe yC10BMs B OOSIBIIEHMETO M JOKYMEHTalMsTa Ha IopbhyKara,
TBI KaTo B crieumdmkanmara ce ucka Phenylephrine Vision 100 mg/ml eyedrops, a ce
npeviara Genmneduapun BuokbH oy Karku 25 Mr/ Mit 1o St

TexnuueckoTo npeyioxeHme Ha yuactHuka ,PAPKOJT” ALl He choTBercTBa Ha
VIBUCKBaHMsATa M II0 OTHOLIEHME Ha HOMeHKIarypHa exnuHuiia No6d or obocobena
nosuumst Nel, Teit kato mnpemiokenus Mundpun 2,5% 5wi He CHLOTBETCTBa Ha



MEX/1yHAPOIHOTO HernaTeHTHO HaMMEeHOBaHMe, ITOCOYEHO B Irpe/BapuTe/THO 00sBeHuTe
YCITOBUMSL. .
Texmiryeckoto npewioxenue Ha yuactauka , PAPKOJT” AL o HomeHK1aTy pHa
enunuiia No77 or obocoberia nosmums Nel cblo He CHOTBEICTBA Ha M3UCKBAHMUSTA
opaan HEChbOTBETCTBME Ha KOHLIEHTPALMHATA HA NPEUIOKeHUs MujipyMm, KOWTo e ¢
KoHUeHTpauwms 0,5%, a ve ¢ KoHUeHTpauus 1%, KakTo e 1mocoyeHo B JIOKyMeHTaLusITa.

Ha ocnosanme wi1.24 an.1 1.2 or [I30I1 Hacrosuoro perieHve 1a ce nybimkysa
B ITpopUIIa Ha KyIlyBaya B JIeHS HA M3[[aBaHeTO MY .

INpernmckara e nocroina B npoduita Ha kynysaya ¢ efekTpoHHa Bpb3Ka:

www.dkcldobrich.com

Pelienmero nomwtexu wHa obxansane npen Komucusra 3a  sawmra  mHa
Konkyperuusita B 10-iHeBer cpok, or moyyaBaHeTo My OT BCekw 3aMHTepecoBaH
Y4YacTHUK.
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