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Oou. a-p Mpuropuii Hepenkos, am,
M3NbAHUTeNeH AUPEKTOP
£3.-2018 r.

MPOTOKOI/JI

OHec, 23.03.2018 r. B 10:00 uaca, B 3acejarefnHara 3afa Ha W3NbLAHUTENHUA [AUPEKTOP,
HaxoAAlla Ce Ha MbPBU eTax OT aAMWHWUCTpaTMBHATa crpaga Ha YMBAJ ,Lapuua MoanHa-MICYN"
EAL e agpec: rp. Coms, yn. ,,bsno mope” Ne 8, B uanbiHeHume Ha 3anosef Ne P/1-02-176/23.03.2018 .
Ha U3NbJHUTENHUA GUPEKTOP Ha Ne4yebHOTO 3aBefieHune ce Cbbpa KOMUCUSA B CbCTaB:

IMpeacepaten:

gou, A-p Mas VoppaHosa - KAKXO

UneHoBe:

1. r-1 Bnagumunp BbnKoB - HOPUCKOHCYNT,;

2. r-xa flaHnena MuHuesa - AC B cektop ,,A4A401”7, cbe 3agava ga pasrnefa u oOueHW no pega Ha
yn. 97, an.l ot MNpasBuiHUKa 3a NnpunaraHe Ha 3akoHa 3a 06LeCTBEHUTE NOPBYUKM MOCTbNUIATA ohepTa
3a 06LecTBEHA NOpbYKa e npeameT ,,JlocTaBKa Ha fiekapcTBeH nNpodyKT Ponatinib /Iclusig/15 mr x
60 3a YMBAJ,,Uapuua MoaHHa-UCYJT"EA/L” oTkpuTa e Ny6aMKyBaHe Ha MokaHa Mo pefa Ha Ha un.
191, an.1, 1. 3 ot 30T

MpeacefaTenaT Ha KOMUCMATA YBEAOMW YNEHOBETE I, Ye B perfameHTupaHus nbpBOHaYaseH
CpPOK 3a nofjaBaHe Ha oepTuTe 3a yyacTue B npouepypata - go 16:30 yaca Ha 22.03.2018 r. e
noctenuna 1 (egHa) othepta ot ,,dboHNKC DPapma” EOO/L - ogeprta Ne 1/22.03.18 1. -15:20 u.

Ha 3acefaHneTo Ha KOMUCMATA He MPUCHCTBA YNBIHOMOLLEH NpeACcTaBUTEN Ha YYacTHUKA.

MonyyeHata oepTa bGewe npefageHa ¢ NpueMo-npefaBatesieH NPOTOKON Ha npefcefatens Ha
KoMucmaTa oT r-xa J[faHuena MwuHueBa. [MpoTokonsT 6e nognucaH OT MNpeAaBaw,oTo nuue u
npeacefartensa Ha KOMUcuUATa.

Bcekn eguH OT 4YneHOBETE Ha KOMMCUATA NOAMNUca AeKnapauma Ha ocHoBaHue un. 103, an.2 ot
300 - 3a IMnca Ha KOHPAMKT Ha UHTEPEeCK C y4yacTHUUNTE.
Komucusata KOHCTaTMpa, 4Ye ca CMnaseHW BCUUYKW W3UCKBAHUA BbBB Bpb3Ka C MPeACTaBAHETO W
nprvemMaHeTo Ha oepTaTa 3a yyacTne U NPUCTbNN KbM HEAHOTO OTBapsiHE.

OdpepTata Ha eAMHCTBEHUA y4dacTHUK ,, dboHMKC Papma” EOO/[ cbabpxka M3NCKyemuTe oOT
Bb3noXuTtensd [OKYMEHTM, OTroBapswy Ha MNPUIOKEHUS OT Yy4yaCTHMKA OMNUC, C/efl  KOeTo
npegcefatenaT Ha KOMUCKATA OMOBECTU MpeaaraHaTa LeHa Ha JIeKapCTBEHUA MPOAYKT 3a

Iclusig, film coated tablet, 15 mg, pack 60, onakoBku 4 6p. - 12 612.96 nB. 3a eguHULA MspKa (oM.) C
AAc.

BCMUKM LOKYMEHTU, CbAbpXalM ce B ohepTaTa Ha y4yacTHMKA Ca Ha/IMYHW U CLOTBETCTBAT Ha
npunoXxeHuns onmc. W3ncKyemnTe [JOKYMEHTWM 3a CbOTBETCTBME € W3UCKBAHWATA KbM JIMYHOTO
CbCTOSIHUE W KPWUTEpMMTe 3a MOAGOP, MOCTABEHU OT BB3NIOXKWTENS, Ca HAIUYHU U PELOBHMU.
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KomMmucuaTa NpUCTLNU KbM pasrniexjaHe Ha npensioXXeHWe Ha yYacTHMKA U CbAbpXKaliuTe ce B
HEero 4OKYMeHTHU, CBbP3aHN C U3NBLJHEHWETO Ha NOopbyKaTa. PpeffioXkeHeTo cnefBa fa CbabpXa:

1. Oeknapauwms no un. 97, an. 5 ot NMMN300M 3a o6¢cToATencTeara no yun. 54, an. 1, 1. 1, 2 n 7 ot 300,
n3roTseHa no obpaseua Ha MpunoxxeHne Ne 1;

2. Oeknapaums no uyn. 97, an. 5 ot MM30I 3a ob6cTosTencrTeara no un. 54, an. 1, 1. 3-5 ot 30M,
n3roteeHa no obpaseua Ha MpunoxeHne No 2;

3. OTopM3aLMOHHO NUCMO OT MNpuTexaTensa Ha paspeLleHMeTo 3a ynotpeba, uam ot NnpeacTaBUTeNs Ha
NNLEeTo no yn. 26 an. 2 ot 3/IMNXM;

4. Konue BanuAHo Pa3pelleHune 3a TbprosBus Ha egpo u/uavM BHOC Ha NEKAPCTBEHU NPOAYKTU, U3[ALEHO
ot NATT;

MpeasoXeHNeTo Ha eUHCTBEHNA YY4aCTHUK ,,PboHNKC Papma” EOO/ cbabpxa BCUYKU U3UCKYEMU
OOKYMEHTMW.

Y4acTHUKBT CbOTBETCTBA C M3UCKBAHWATA KbM JIMYHOTO CbCTOSHME W KpUTepuute 3a nopbop, u
KomucusaTa gonycka ,,PboHuKc ®apma” EOO/ fo pasrnexjaHe Ha LLEeHOBOTO MpeaJ/oXKeHue.

KomMmucuaTa npucTbnm KbM pasriexjaHe Ha LEeHOBOTO NpeanoXXeHMe Ha yYacTHUKa.
LleHoBo npepnoxkeHue. /LleHaTa 3a efHa onakoBka oT Ponatinib /Iclusig/ 15 mr x 60 He Tps6Ba Aa
npesuLlaBa MakcMmanHaTa cToiHocT ot 12 613,0218. ¢ 4AC./

»PboOHNKC Papma” EOO/] - LleHOBOTO NpefsioXeHne 0TroBaps Ha M3MCKBaHUATa Ha Bb3noxuTens.
MoTuBMpaHa 0T rOPHOTO 06CTOATENCTBO, KOMUCUATA efnHoayLWwHO PELLIN:

ponycka ,,®boHMKC Papma” EOO[ p[o knacupaHe KOeTO LWe Ce M3BbPLWM Bb3 OCHOBA Ha
MKOHOMWYECKW Hali-u3rogHaTa odepra, onpejesieHa Bb3 OCHOBA Ha M36paHWUa KPUTEPUIA 3a Bb3/araHe
«Hal-HUCKa LeHa».

Ha ocHoBaHue un.97, an.4d ot MNMM30I1 B cbOTBETCTBUE C KPUTEPUSA 3a Bb3faraHe nocoyeH B
nokaHata no pefa Ha un. 191, an.l, 7. 3 ot 30[1, KOMucHATa Knacmpa eAMHCTBEHUSA YYACTHUK 3a
Iclusig, film coated tablet, 15 mg, pack 60

| - bo mACTO - ,,PbOHNKC Dapma” EOOL,.

Komucusata npegnara Ha Bb3OXUTens fa ObAe CKAKOYEH [OroBop 3a W3MbJHEHWE Ha
nopbykKaTta C KlnacupaHus Ha NbPBO MACTO YYACTHUK. nn

HacToAawmaT npoToKon e nognucaH 1 npefageH Ha Bov3noxntensa Ha....... Y A 03.2018 r.

C npefaBaHeTO Ha HACTOALLMA NMPOTOKON Ha U3NbMHUTENHUS AMpekTop Ha YMBAN ,Lapuua
MoanHa-ICYN” EAJ], komucusTa, HasHaueHa cbc 3anoseg Ne P/1-02-176/23.03.2018 r. npukioysa
CBOSATa paboTa.
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