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[Hec, 22.03.2017 r. B 11.00 yaca B 3acefaTtenHara 3ala Ha MW3MbHUTENHUSA [MPEKTOP,
HaxofALla Ce Ha MbPBM eTaX OT agMMHMCTpaTMBHaTa crpaja Ha YMBAJy ,Llapuua VoaHHa-UCYN"
EAL c agpec: rp. Cooms, yn. ,,bsno mope” Ne 8, B M3nmbiHeHWe Ha 3anosef Ne P/1-02-183/22.03.2017 .
Ha U3MbJIHUTETHUA AUPEKTOP Ha NIe4yebHOTO 3aBefeHNe Ce Cbopa KOMUCUSA B ChCTaB:

IMpencenaten:

A-p MuTko LeHoB - OTfeneHne no MeauLMHCKa OHKOOrns

UneHoBe:

1. r-H Bnagnmnp Bb/IKOB - FHOPUCKOHCYNT;

2. r-xa [aHuena MuHuesa - AO B cekTop ,,A400 T, cbc 3afaya aa pasrnefa v OUeHW No peaa Ha
un. 97, an.l ot MNMpaBuiHMKa 3a NpunaraHe Ha 3akoHa 3a 06LEeCTBEHUTE MOPBYKM NOCTbMMMATA OhepTa
3a 06LlecTBeHa Nopbyka ¢ npegmeT *'loctaBKa Ha LOMb/IHUTENIHM KOJIMYECTBA OT JIEKAPCTBEHUSA
npoayKT Crizotinib 250 mg, hard capsule 3a YMBA/1”Llapuua MoaHHa-NCY 1" EAL” oTkpuTa c
ny6/1KyBaHe Ha 06siBa No peaa Ha Mnaea 26, Ha CTOMHOCT no yn. 20, an. 3, T. 2 ot 30r1.

MpeacenatensT Ha KOMWUCUATA YBEAOMWU YfeHOBETE i, Ye B pernaMeHTUpaHus MbpBOHaYasieH
CPOK 3a NnojaeaHe Ha o(hepTuMTe 3a yyacTue B npouedypara - o 16:30 yaca Ha 16.03.2017 r,, KakTo U B
YObIXKEHVs CPOK Ha ocHoBaHMe uyn.188, an.2 ot 300 - go 16.30 4. Ha 21.03.2017 r. e nocTvnuna 1
(enHa) odepra oT ,,PboHUKC Papma” EOO/, - ogepta Ne 1/21.03.17 1. - 09:20 u.

Ha 3acefaHneTo Ha KOMUCUATA He NPUCHCTBA YMb/IHOMOLLEH NPEACTaBUTEN Ha YYaCTHUKA.

MonyyeHaTa otepTa Gelle npefafeHa ¢ Npuvemo-npefaBaTeneH NPOTOKOM Ha npefcefaTens Ha
KomucuaTa OT r-xa [aHvena MwuHueBa. [MpoTokonsT 6e mognucaH OT MpefaBawoto nuue u
npeacenaTens Ha KOMUCUATA.

Bcekun egnH OT y/ieHOBeTE Ha KOMUCUATA Mofnuca Aeknapaumsa Ha ocHosaHue uyi. 103, an.2 ot
3001 - 3a mnca Ha KOHQ/IMKT Ha MHTEPECK C y4aCTHULMNTE.
Komucusata KOHCTaTMpa, 4e ca CraseHuM BCUYKM M3WUCKBaHWS BbB Bpb3Ka C MPeACTaBAHETO W
npremMaHeTo Ha oepTaTa 3a y4acTue M NPUCTBN KbM HEMHOTO OTBapsiHE.

OdepTaTta Ha egUHCTBEHMS Yy4dacTHUK , PboHUKC Papma” EOO/L cbabpxa M3MCKyemMuTe OT
Bb3noxurena [LOKYMEHTW, OTroBapsliy Ha MNPWIOXeHUd OT Y4yaCTHWKA OMucC, Cnef KOeTo
npescefarenaT Ha KOMUCUATA ONOBECTM MpefiaraHaTa LieHa Ha 1IeKapCTBEHNSA NPOAYKT 3a

CRIZOTINIB 250 mg 60 hard capsule, nepopanHa thopma, onakoBku 6 6p. - 11 088.00 nB. 3a
eavHuUUa mspka (on.) ¢ A4C.

BCMUYKM [OKYMEHTU, CbAbpXKalliy ce B OfepTara Ha y4yaCTHMKA Ca Ha/IMYHU U CLOTBETCTBAT Ha
NpuUIoXeHns onuc. K3nckyemute [OKYMEHTU 3a CbOTBETCTBME C W3MUCKBaHMATA KbM JIMYHOTO
CbCTOSHME W KPUTEpMMTe 3a MOLOOP, MOCTAaBEHW OT BbL3/IOKUTENA, CA HAIMYHU WU PEeLOBHW.
Y4YaCTHUKBT CbOTBETCTBA C M3WUCKBaHUATA KbM JIMYHOTO CHLCTOSHWE W KPUTEpPUUTE 3a Mnopobop,
KomucusaTa gonycka ,,PboHnke ®apma” EOO/, 0o pasrnexaaHe Ha TEXHUYECKOTO NPeLIoXeHue.
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KomucmsaTa npucTonu KbM pasr/iiexgaHe Ha TEXHUYECKOTO MPeS/ioKeHre Ha yYacTHUKA U
CbAbpXalute ce B Hero [AOKYMEHTW, CBbp3aHW C W3MbAHEHWETO Ha nopbykarta. TexHWUYecko
NpeasioXeHne cnefga fa CbAbpxKa:

1. [eknapaums, Ye y4aCTHUKBLT nprema yCnosumaTa B NPOEKTa Ha JOrosopa v Ba/IMAHOCT Ha odeprara -
Mpuno>kexve Ne 6\

2. MpefnoxeHune 3a N3MbHEHNE Ha NopbykaTa-Mpuno>keHve Ne 7,

3. [eknapaums 3a ocurypsisaHe Ha HeobxoaMmMoTo Konnyectso Crizotinib 250 mg, 60 hard capsule 3a
CpOKa Ha [loroBopa - CBOOO/EH TEKCT;

4. [leknapaums, Ye egnHMYHaTta LeHa Ha Crizotinib 250 mg, 60 hard capsule 3a onakoska ¢ 4C He
NpeBuULIaBa yTBbpAeHaTa ped)epeHTHa CTOMHOCT B KoloHa M Ha MpunoxeHne Ne 2 Ha Mo3nUTUBHUS
NeKapCTBeH CMUCHK, aKTyasleH KbM CPOKa 3a MojlyyaBaHe Ha O(hepTuTe - CBOOOLEH TEKCT;

MpeaBapuTeNHO 065BEHUTE M3NUCKBAHWA HA Bb3N0XNTENA MO OTHOLLEHWE Ha IEKAPCTBEHMTE MPOAYKTU
Cca KaKTo cnejpa:

*JleKapCTBEHMAT NPOAYKT CneABa Aa O0TroBapsa Ha usnckeaHuaTa Ha 3/1NXM-ga nputexkasa BaMaHO
paspelleHve 3a ynotpeba B cTpaHaTa, u3gageHo no peda Ha 3J/TMXM wunn Ha PernameHT (EO)
No726/2004r. Ha EBponeicknsa napnameHT 1 Ha CbBeTa /un.23, an. 1 o1 3/TMXM/.

*JlekapCTBEHUAT NPOAYKT cnefsa fa 6bAe BKIOYEH B MO3UTUBHUA N1EKAPCTBEH CMNCHK, aKTyasleH KbM
KpailH1a CPOK 3a nofaBaHe Ha odepTuTe.

*3a npepylaraHns NekapcTBeH NPOAYKT CPOKbT Ha FOAHOCT cnefga fa 6bhe He no-manbk oT 75% ot
005BEHNSA OT NMPOU3BOAMTENS KbM AaTaTa Ha JOCTaBKa.

TexXHNYeCcKoTO MNpeaoXKeHe Ha eAMHCTBEHUS Y4YacTHUK ,,PboHUMKC Papma” EOO/[ cbvabpxka
BCUYKM WN3NUCKYEeMU [LOKYMEHTW. [pefioXeHeTo 3a W3Nb/HEeHVWEe Ha MopbykaTa e B CbOTBETCTBUE C
TexHuyeckara crneyugukaumsa n e n3rotseHo no MNpunoxeHne Ne 7 0T JOKYMeHTaUuATa.
MpefnoXxxeHNeTo 3a U3nb/iHeHVe Ha nopbykata 3a CRIZOTINIB 250 mg 60 hard capsule, nepopanHa
(hopma - KCAJTKOPW karie. 250 mr. x 60 6p.

CpokbT Ha focTaBka e 24 4yaca. TEeXHWYECKOTO MPeAsIoKEeHMe OTroBaps Ha W3NCKBaHMATA Ha
Bb3noxutens.

MoTumBMpaHa OT rOpHOTO O6CTOATENCTBO, KOMUCUATa eanHoayLwHO PELLIN:

gonycka ,,®boHMKC ®apma” EOO/, fo pasrnexaaHe Ha LLeHOBOTO MNpeas/ioxeHue.

KomMmucuaTa NpucTbnn KbM pasrnexjaHe Ha LeHOBOTO MPef/ioKeHNe Ha yYacTHUKaA.
MpeaBapuTeNHO 06SBEHUTE M3UCKBAHWSA Ha Bb3NOXUTENA MO OTHOLLEHWE Ha OepupaHuTe LeHW Ha
NeKapCTBEHWUTe MPOAYKTU e odepupaHuTe LEeHW cnedsa fa ObAaT He NO-BUCOKWU OT pedepeHTHUTE
CTOMHOCTW, MOCOYeHN B KOMoHa M MpunoxxeHve 2 Ha Mo3UTUBHWSA NeKapCTBEH CMUCHK Ha Peny6amka
Bbnrapua cvrnacHo yn. 261a, an. 1ot 3/ITMXM, akTyasieH KbM jaTara Ha nofaBaHe Ha ohepTuTe.

,»PbOHMKC Papma” EOQO/] - LIeHOBOTO npeanoXeHne 0TroBapsa Ha U3NCKBaHUATA Ha Bb3noxutens.
MoTunBMpaHa 0T ropHOTO 0BCTOATENCTBO, KOMUCUATA eanHoayLwHO PELLIN:

gonycka ,,®boHMKC Papma” EOO/ [0 KnacMpaHe KOETO Le Ce M3BbPLUM Bb3 OCHOBA Ha
MKOHOMMYECKWN Haii-1U3rogHata ogepTa, OnpejeneHa Bb3 OCHOBA Ha M3bpaHWs KpuTepuii 3a Bb3naraHe
«Hali-HNCKa LieHa».

Ha ocHoBaHue 4n.97, an.4 ot MM30I B CLOTBETCTBME C KPUTEPUA 3a Bb3faraHe nocoyeH B
o6siBaTa 3a 06LLECTBEHa MNOpbYKa Ha cToMHOCT Mo un. 20, an. 3 or 30I, KomucusATa Kracupa
eMHCcTBeHMs yyacTHUK 3a CRIZOTINIB 250 mg 60 hard capsule, nepopanHa gopma:

| - BO MACTO - ,,PbOHUKC Dapma” EOO/L.

KomucusiTa nmpefiara Ha Bb3NIOXKWTENS Aa Oble CKIOYEH [JOrOBOP 33 W3Mb/HEHME Ha
MopbyKaTa C KNacupaHus Ha MbpBO MSACTO YUYaCTHUK.



HacToAwmaT NpoToKoN e nofnucaH 1 npefageH Ha Bb3noxuTenda Ha X I 03.2017 .

. C npefaBaHeTO Ha HaACTOAWMA NPOTOKON Ha W3MBLAHUTENHUA AupekTop, Ha YMBAJT  Lapuua
NoaHHa-NICY /1" EA/L. KomucusTa, HasHadeHa cbc 3anoseg Ne PA-02-.Y ./~ .ANN..I=E..... r.
MPUK/IOYBa CBOSITa paboTa.





