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LAPVLIA MOAHHA- uH OpMAIHS

NCYI

YTBBPAWNII:
[Jou. a-p Mpuropuin Hegenkos, am,
M3NbaHmumemsH JNPeKTop

ces mtAeeas .- 2016 T.

MPOTOKOI

AHec, 02.11.2016 r. B 10:00 yaca, B 3acefjarenHara 3ana Ha W3MNbAHUTENHUA [UPEKTOP,
Haxojfdlla ce Ha NbpBU eTaX OT agMUHUCTPaTUBHaTa crpaga Ha YMBAJT ,Uapuua MoaHHa-NCY
EA/L c agpec: rp. Cothms, yn. ,,bano mope” Ne 8, B m3nb/HeHUe Ha 3anoses Ne P1-02-493/02.11.2016 r.
Ha M3NbIHUTENHUA AUPEKTOP Ha /Ie4ebHOTO 3aBefieHne ce CbOpa KOMUCKSA B CbCTaB:

Mpepcepaten:

4-p MuTtko LieHos - OTfeneHve no MeauLMHCKA OHKONOT A

UneHoBe:

1. r-H Bnagnmup BbKOB - HOPUCKOHCYNT,;

2, r-xa [laHvena MuHuesa - AO B cekTop ,,4A4117, cbc 3adava fa pasrnefa v oueHu no pefa Ha
un. 97, an.l ot MNpaBunHKKa 3a npunaraHe Ha 3akoHa 3a 06LECTBEHUTE MOPBLUYKN MOCTBNUANUTE OfepTU
"JlocTaBKa Ha nekapcTBeHUTe npoaykTn Etoposide 100 mg, Gefltinib 250 mg, Pemetrexed 1000
mg n Pemetrexed 500 mg 3a YMBA/”Lapuya MoaHHa-UICY” EA/l, BKAOUEHN B 4eTUpu
060C06eHM MNO3MLMWN CbI/1aCHO TeXHM4YeckaTa cneunpukayma™ oTkputa ¢ 06sBa 3a 06LIeCTBeHa
nopbykano pefa Ha Mnaea 26, Ha cTOMHOCT no un. 20, an. 3, 7. 2 ot 30I1.

Ha 3acefaHveTto Ha KoMucMATa He MNPUCHCTBAXa YNb/JHOMOLWLEHW MpeacTaBuUTENn  Ha
y4yacTHUUUTE.

MonyyeHnTe odepTn 6axa npefageHn ¢ NpUemMo-npejasartesieH NMPOTOKON Ha npefcepartens Ha
KomucuATa OoT r-xa [aHuena MwuHueBa. [MpoTokonbT 6e nognucaH OT MNpPefaBalloTo nule W
npesacefarens Ha KOMUCUATA.

MonyyeHNTe OhepTyH Ca KaKTo cnejsa:

1. ,,Megekc” OO/, - othepta Ne 1/27.10.16 r. - 11:05 u.

2. ,,®boHNKC Papma” EOO/ - ogeprta Ne 2/01.11.16 1. - 11:40 u.

Cnepf, n3unMTaHe Ha CnMcbKa C NOCTBLNUINTE O(epTn, BCEKU eAWH OT Y/IeHOBETe Ha KOMUcuATa

nognuca feknapayma Ha ocHoBaHue yn. 103, an.2 ot 30l - 3a fiMnca Ha KOHMIUKT Ha MHTepecu ¢
yyacTHuuuTE.

KomucmaTta KoHCTatvMpa, 4e ca CraseHW BCUMYKM M3NCKBAHMA BbB BpPb3Ka C MPELCTABAHETO W
npuemMaHeTo Ha oPepTUTE 3a yYacTue NPUCTLMNY KbM TAXHOTO OTBAapsiHE, N0 pefa Ha NOCTbMNBAHETO UM.

> OdepTaTta Ha yyacTHuKa ,,Megekc” OO/ e 3a 060cobeHn no3uumm NeNe 3 un 4.
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Cnep oTBapsHe Ha oepTata KOMWUCMATA KOHCTaTMpa, Ye cCbliaTa CbAbpXKa W3NCKyemute OT
Bb3noxutens [OKYMEHTW, OTroBapswiyn Ha MNPUIOXKEHUs OT Yy4yaCTHMKA ONWUC, Cnef  KOeTo
npeacefaTeniT Ha KOMWCUATA OMOBECTW MpeAnaraHUTe LEHW Ha NeKkapcTBeHWTe MPOLYKTU 3a
060Cc06eHMTE NO3NLMK:

obocobeHa no3mumsa Ne 3 - PEMETREXED 1000 mg, napeHTepanHa gopma, ¢n., 15 6p.—
1240.00 nB. 3a eguHuua msapka (dpn.) ¢ 4A4C.

obocobeHa no3uumnsa Ne 4 - PEMETREXED 500 mg, napeHTepanHa opma, ., 15 6p.-589.89
NB. 3a efnHuua mapka (n.) ¢ 44C.

Bcnuky LOKYMEHTM, CbAbpXKalln ce B opepTaTa Ha y4yaCTHMKA ca Ha/IMYHM M CbOTBETCTBAT Ha
NpunoXxeHus onuc. WM3nckyemuTe [OKYMEHTM 3a CbOTBETCTBME C W3WCKBAHUATA KbM JIMYHOTO
CbCTOSHME W KpUTepuuTe 3a MNoLOOP, MOCTAaBEHW OT Bb3/NIOXKMTENA, Ca HaIMYHU U PEeLOBHW.
YUacTHMKBLT CbOTBETCTBA C M3WUCKBAHMATA KbM JIMYHOTO CBLCTOSHWE W KPUTEpUUTe 3a Mof6op, W
KomucmuaTa gonycka ,,Megekc” OO/, fo cnejgallns etan Ha npolegypara.

> 2. OhepTata Ha yyacTHuKa ,,PboHMKC Papma” EOO/ e 3a 060cobeHn nosuvumm NeNe 2 n 4.
Cnep, oTBapsiHe Ha o@epraTa KOMMUCMATA KOHCTaTWMpa, Ye CbliaTa CbAbPXKa W3UCKYyemute OT
Bb3noxutens [OKYMEHTW, OTroBapsliM Ha TMPUIOKEHUS OT Yy4yaCTHMKa OnNuc, Ccnefj  KOeTo
npeacefaTensT Ha KOMWUCUATA OMOBECTU MpeAnaraHUTe LEHW Ha NeKapcTBeHWTe MPOLYKTU 3a
060c06eHMTE NO3NLNN:

o6ocobeHa no3mumsa Ne 2 - GEFITIN1IB 250 mg x 30, nepopanHa hopma on. 6 6p.—4268.40 n..
3a egnHuMua mapka (on.) ¢ 44C.

obocobeHa nosnuma Ne 4 - PEMETREXED 500 mg, napeHTepanHa ¢opma, ¢n., 15 6p.-661.20
NB. 3a eunHuLa mapka (pn.) ¢ 44C.

Bcuuky LOKYMEHTM, CbAbpXKally ce B opepTaTa Ha y4YaCTHMKA Ca Ha/IMYHM M CbOTBETCTBAT Ha
NpunoXeHus onuc. KM3suckyemmTe [LOKYMEHTM 3a CbOTBETCTBME C M3UCKBAHUATA KbM JIMYHOTO
CbCTOSIHME W KpUTepuuTe 3a MoL6O0p, MNOCTAaBEHM OT BbL3NIOXKUTENA, Ca HAIUUYHU W PEefOBHMU.
Y4aCTHUKBLT CbOTBETCTBA C WM3UCKBAHWATA KbM JINYHOTO CLCTOSAAHWE W KpUTepuuTe 3a nopbop, u
KomucuaTa gonycka ,,PboHnkc ®apma” EOO/, fo cnefpawims etan Ha npoueaypara.

KomucmnaTa npucTunn KbM pasriiexxjaHe Ha TeEXHUYECKUTE NMPefsioXXeHNA Ha yyacTHUUNTe
N CbAbpXalwuTe ce B TAX AOKYMEHTW, CBbP3aHM C M3Mb/HEHMETO Ha MNOpbyKaTta. TexHUYecko
npegioXeHne cnejsa fa Chabpxa:
1. MpepnoxeHne 3a U3MbJIHEHME HA NOPbYKATA, U3rOTBEHO MO 06paseLia Ha MpunoxeHue Ne 7;
2. [leknapauusa, ye KomM4yecTBaTa 3a IEKapCTBEHNA MPOAYKT Ca HA/IMYHK, B C/lyyamTe Mo un. 55 an. 6 ot
3/TMXM - cB06OAEH TEKCT;
3. Oexknapaums 3a ocurypsiBaHe Ha HeOOXOAUMWUTE KOMMYECTBa Ha oepupaHuTe MPOLYKTWN 3a Lenus
CPOK Ha forosopa - CBOOOAEH TEKCT;
4. [eknapauus, Ye efMHMYHATa LeHa 3a onakoeka ¢ OAC He npeBuLlaBa yTBbpAeHaTa pedepeHTHa
CTOMHOCT B KOIOHA M Ha lMpunoxeHme Ne 2 Ha lMO3UTMBHMA NEKAPCTBEH CMUCHK, aKTyasleH KbM
CPOKa 3a NnonyyaBaHe Ha 0(hepTuTe - CBOOOAEH TEKCT;

MpenBapuTeNIHO 06ABEHUTE M3UCKBaHWUA Ha Bb3N10XNTENS N0 OTHOLLEHWE Ha NeKapCTBEHUTE NMPOLYKTH
ca KaKTo cnefsa:

*JlekapCTBEHWUTE NPOAYKTW cnefBa fa OTroBapAT Ha u3MckBaHuATa Ha 3J/ITIXM-ga nputexasar
Ba/IMAHO pa3pelleHue 3a ynotpeba B cTpaHaTta, U3gageHo no pega Ha 3/1TMXM nnu Ha PernameHT (EO)
No726/2004r. Ha EBponeiickms napnameHT 1 Ha CbBeTa /un.23, an.l ot 3/IMXM/.

*JlekapcTBeHUTE MPOAYKTU cfefsa Aa 6bJar BKAKOYEHW B [MO3UTUBHUA NIEKAPCTBEH CMUCHK,
aKTyasleH KbM KpaliH1A CPoK 3a NojaBaHe Ha opepTuTe.



NpeaapuTenHo 0065IBEHN M3MCKBaHUA Ha Bb3N0XKUTENS MO OTHOLLEHME Ha CpOKa Ha fjocTaBKa - A0 24 yaca.

> OdpepTaTa Ha yyacTHuKa ,,Megekc” OO/ e 3a 060cobeHn nosmumm NeNe 3 1 4 1 cbabpxka
[iBe TEXHUYECKN NPEeLJSIOKEHUS, KOUTO CbAbPXKAT BCUYKM U3UCKYEMU LOKYMeHTU. lMpeanoxeHuaTa 3a
M3NbJIHEHME Ha NopbykaTa Cca B CbOTBETCTBME C TeXHMYecKaTa creumukauma 1 ca U3roTBeHW no
MpunoxeHne Ne 7 OT AOKYMeHTauuaTa.

MpeanoxeHne 3a U3Nb/IHEHME Ha NOpbYKaTa 3a 060cobeHa nosnuma Ne 3 - Armisarte concentrate for
solution for infusion for infusion 25 mg/ml - 40 ml, mg x 1

MpeanoxeHne 3a M3NbAHEHWE Ha MNOpPbYKaTa 3a 060cobeHa no3numa Ne 4 - Armisarte concentrate for
solution for infusion for infusion 25 mg/ml - 20 ml, mg x 1

CpokbT Ha pgoctaBka e 24 vaca. TexXHUYeCKUTe MpeasioKeHWs OTroBapsAT Ha W3UCKBaHMATa Ha
Bu3noxutens.

MoTmnBMpaHa OT rOPHOTO OBCTOATENCTBO, KOMUCUATA eAmMHOAYLWHO PELLA:

ponycka ,,Megekc” OO/, fo pasrfiexaHe Ha LLeHOBUTE NPeLN0XKEHNS.

> OdrepTaTa Ha ydyacTHuKa ,,PboHMKC Papma” EOO/ e 3a 060cobeHn no3numm NeNe 2 1 4 mn
CbAbpXKa [Be TEXHUWYECKN MNPEeA/IOKEHNS, KOUTO CbAbPXAT BCUYKM WU3UCKYEMU [OKYMEHTW.
MpennoxeHnsaTa 3a U3MbJIHEHME HA NOPbYKaTa Ca B CbOTBETCTBME C TEXHMYECKATa CreumnpuKkaums u ca
n3roTeeHu no MpunoxexHne Ne 7 oT JOKYMeHTaLNATA.

MpefnoXeHne 3a U3MbIHEHME HA MOpbYKaTa 3a 060cobeHa no3mumna Ne 2 - Iressa tabl. 250 mg x 30
MpeanoxeHne 3a U3MbJAHEHWe Ha Nopbykata 3a 060cobeHa nosnuma Ne 4 - Pemetrexed Powder for
concentrate for solution for infusion 500 mg x 1

CpoKbT Ha focTaBKa e 24 yaca. TexHWYecKuTe MNPEeASIOKEHUS OTroBapAT Ha M3WCKBAHUATA Ha
Bb3noxurens.

MoTunBMpaHa 0T rOPHOTO 06CTOATENCTBO, KOMUCUATA efMHOAYLWHO PELLIA:

ponycka ,,®boHnKc ®apma” EOO/] fo pasrnexiaHe Ha LLeHOBUTE NPeaioXKeHns.

KomucmnaTa NpucTbnNu KbM pasrnexaaHe Ha LEeHOBUTE NPEL/IOKEHNA Ha yHaCTHULUTE.
MpenBapuTeNIHO 065BEHUTE M3UCKBaHWA Ha Bb3noxutens no OTHOLIEHME Ha odepupaHuTe LEeHW Ha
NeKapCcTBEHUTE MNPOAYKTWM € LIEHOBUTE MpefnoXeHWsa fa He ObAaT MO-BUCOKU OT pediepeHTHUTe
CTOMNHOCTK, MOCOYEHN B KofIoHa M MpunoxeHne 2 Ha Mo3UTMBHMSA NEKAPCTBEH CNMCHK Ha Peny6nvKa
Bbarapusa cvrnacHo yn. 261a, an. 1ot 3/1MXM, akTyaneH KbM gaTaTa Ha nojaBaHe Ha ohepTuTe.

OdbepTn, KOUTO He OTTOBapPSAT Ha M3NCKBaHUATA HA Bb3noxuTens, Lie 6bAaT OTCTpaHsABaHW.

> OdrepTaTa Ha yyacTHuKa ,,Megekc” OO/, e 3a 060c06eHN no3numm NeNe 3 u 4.

LleHoBUTe MpefnoXKeHUs OTroBapAaT Ha WU3MCKBaHWATA Ha Bwb3noxutens. MoTuBupaHa OT rOpHOTO
06CTOATENCTBO, KOMUCUATA efMHOAYLWHO PELLIN:

ponycka ,,Megekc” OO/ Ao KnacupaHe KOETO Lie Ce M3BbPLUM Bb3 OCHOBA HA WKOHOMWYECKU Hail-
n3rofgHara oepra, onpejesnieHa Bb3 OCHOBA Ha U36paHNS KPpUTEPUIA 3a Bb3flaraHe «Hai-HUCKa LieHa.

> OdrepTaTta Ha yyacTHUKa ,,PboHNKC Papma” EOO/ e 3a 060co6eHn no3mumm NeNe 2 1 4.
LleHOBUTE MpefNoXKeHUA OTroBapAaT Ha W3NCKBaHWATA Ha Bb3noxutens. MoTuBupaHa OT FOpPHOTO
006CTOATENICTBO, KOMUCUATA eAnHOAYLWHO PELLIA:



ponycka ,,®boHUKC Papma” EOO/ [0 KnacupaHe KOeToO Le Cce M3BbPWKM Bb3 OCHOBA Ha
MKOHOMWYECKM Hali-u3rogHata odepTta, onpefesieHa Bb3 OCHOBA Ha M306paHMs KPUTEPUIA 3a Bb3naraHe
«Hal-HUCKa LeHa.

Ha ocHoBaHve 4n.97, an.4 ot MNM30l B CbOTBETCTBME C KPUTEPUA 3a Bb3flaraHe nMocoyeH B
obsBaTa 3a 0OLlecTBeHa Mopbyka Ha CTOMHOCT no uyn. 20, an. 3 ot 30Il1, KomucuaTa Knacupa
[onycHaTMA y4acTHUK 3a 060cobeHa nosnuymsa Ne 2:

- BO MACTO - ,,PbOHUKC Papma” EOOL.

Ha ocHoBaHue 4n.97, an.4 ot MNM30I1 B CLOTBETCTBME C KPUTEPUA 3a Bb3NaraHe nocoyeH B
obsBaTa 3a 06LlecTBeHa MOpbyka Ha CTOWHOCT mo 4yn. 20, an. 3 ot 30[, KomucuaTa Knacupa
[0MycHaTWA y4YacTHUK 3a 060cobeHa no3uumnsa Ne 3:

- BO mAcTO - ,,Megekc” OO/,

Ha ocHoBaHue un.97, an.4 ot MM3O0I B CbOTBETCTBME C KPUTEPUS 3a Bb3flaraHe MocoyeH B
obsBata 3a oOLulecTBeHa nopbyka Ha CTOMHOCT no un. 20, an. 3 ot 30[1, KomucuATa Knacupa
[lonycHaTUTe y4YacTHUUM 3a 060co6eHa nosmumsa Ne 4:

- BO mAcTO - ,,Mefekc” OO/L;
Il - po macTo - ,,PboHMKC Papma” EOO/.

Ha ocHoBaHue un. 110, an. 1, 7. 1 ot 30l KomwucmaTa npegnara npoueaypara ga 6bvie
npekpareHa 3a 060cobeHa nosmums Nel.
MoTunsu:
3a 060cob6eHa no3muma Nel Hama nofgafeHa HUTO efHa otepTa.

HacTosawmaT NnpoToKoa e nognucaHd v npefageH Ha Bb3noxutensa Ha 11.2016 .
C npefaBaHETO Ha HaCTOALWMA MPOTOKON Ha U3MBLAHUTENHUA AMpekTop Ha YMBAJ ,Lapuua

MoanHa-ICYN” EAJl, KomucusTa, HasHaueHa cbe 3anoseg Ne P/1-02-493/02.11.2016 r. mpuKtouBsa
cBosiTa pabora.

Komucus: 3annueHa
nHbopmanus
Mpeacepaten: o- flefieHne No MegMLUUHCKa OHKONorns
/ /
UneHose: 1 - HOPUCKOHCYNT;

/. /
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