“KOMIIVIEKCEH OHKOJIOT'MYEH HEHTDBP - CTAPA 3ATOPA” EOO/J
2p. Cmapa 3azopa ya. /[-p Tooop Cmosanosuu Nel$,
men. 042/627 125, ¢paxc 042/ 600 959

HPOTOKOJ Nel

Huec 31.08.2018r. B rp.Crapa 3aropa ce chOpa KOMHCHATA 3a TMPOBEXkKAAHE Ha OTKPHUTA
mpouenaypa ¢ npeamer ,JloctaBka Ha JiekapcTBeH MNPOAYKT 3a JieYeHHWe HAa COJHIHH
3JI0KavyecTBeHN 3a0osiBanmus’ omnpezaeicHa cbe 3amoBen Ne 140/31.08.2018r. ma YmpaBurens Ha
,»KOLI — Crapa 3aropa” EOO/I, rp.Ctapa 3aropa B CbCTaB:

IIpencenaren: Hukonaii Kupes — npaBocnocoOeH 1opucT
Unenose: mar.dapm.l[Berana Kupesa — ynpasuren bonanuna anreka
Bans bendeBa — HKOHOMUCT, OOIIIECTBEHU TTOPHUKH

ITporenypara 3a Bp3narane Ha OIT e otkpura ¢ Pemenne Ne 120/23.07.2018r. Ha BB3I0KUATEIS.
OO6sBneHneTo 3a Hest € MyO0nMKyBaHo B ,,O¢unmanes BecTHUK Ha EBponelickus cpro3 mog Ne 322610 B
opoii S 141 ot 25.07.2018r., a B Peructbpa Ha odmectBenute nopbuku KbM AOII - mox Ne 858464 na
25.07.2018r.

Komucusira 3armouyna crosita pa6ora B 09.00 gaca.

Ha 3acenanuero i HE MPUCHCTBAT MPEACTABUTENN HA YYaCTHHIIMTE M HA CPEACTBATa 3a MAacOBO
OCBEJIOMSIBaHE.

B ompenenenuss cpok ca mocThnuian 2 o¢pepTH, KOUTO BUAHO OT IPEACTABEHUS IPUEMO-
Ipe/iaBaTesIeH MPOTOKOJI OT MpejceaTelNss Ha KOMHUCHSITA ca:

1. Bx. Ne2765/29.08.2018r. 14.40u. —,,CODAPMA TPEUJIUHI™ AJl — rp. Codus
2. Bx. Ne2771/30.08.2018r. 09.30u. — ,,®bOHUKC ®APMA” EOO/] - rp. Codus

Komucusara mnpucTbnu KbM OTBAapsSHE W OINOBECTSBaHE ChIbP)KAHUETO Ha 3alleyaTaHUTE
HEMpPO3payHH OMAKOBKHU C OPEepTUTE, BKIIOUYUTEIHO MPEII0OKEHHUATA 0 MOKA3aTeIUTE 3a OLEHKaTa UM
[0 pela Ha TSAXHOTO nmocThiBaHe. [lpy ToBa TS moanmuca TEXHUYECKUTE U IICHOBUTE MPEIOKEHUS OT
Tsx. Komucusta u3sbpmm cnpaBka B TP Ha AB 3a akTyaTHOTO ChCTOSIHUME HAa BCEKH YYAaCTHHK.

Crnen ToBa KOMHUCHSTA pasriiefla TEXHUYECKUTE IMpeuIokeHus: oT opeprute. Ciie; BHUMATEIHO
3aMo3HaBaHEe ChC CHIBPKAHUETO UM U choOpassiBaHe ¢ wm3uckBanuara Ha 30I1, TITT30I],
nokymenrtanusaTa Ha OIl u npenBapUTENHO OOSIBEHUTE YCIOBHSI KOMUCHSTA

PELIUA:

1. TexHnyeckuTe MpPEUIOKEHNUS Ha BCUYKM YYaCTHUIM OTrOBapAT Ha u3uckBaHusATa Ha 30II,
[IT30I1, noxymenTamusra Ha OIl u mpeaBapuTEIHO OOSBEHUTE YCIOBUS.

2. Jlomycka 10 pa3riexIaHe U OLEHsIBaHEe [IEHOBUTE MPEIOKEHUS HA BCUYKH YYaCTHHIIH.

KoMucusita npuctbnu KM pasriexJaHe U OLICHSABAHE HAa IICHOBUTE MPEIIOKEHUS OT opepTuTe
Ha Y4aCTHHIIMTE.

B pe3ynrat Ha TOBa T4

PELIN:

1. OtroBapsat Ha u3uckBanusta Ha 3O0I1, TII130I1, nokymentanusta Ha OIl u mpenBaputenHo
OOSIBEHHUTE yCJIOBUS IICHOBUTE MPEUIOKEHUS HA BCHUKH YYACTHHIIH.

Komucusita cberaBu Tabnuua - npuioxkenue Ne 1, B KOSTO OTpa3H LIEHOBUTE MPEIIOKEHUS Ha
YYaCTHHIIUTE.

Crnen ToBa TS M3BBPINM OILICHSIBAHE W KJIacHpaHe Ha odepTute choOpa3HO M30paHUsT KPUTEPUH,
KOETO 0Tpa3u B Tabauua - mpuioxenue Ne 2. B pe3ynrat Ha ToBa

PELIUA:

1. Knacupa ygacTHUIIUTE CbOOpa3HO MTOCOUEHOTO B TabuIa — npuiioxenue Ne 2.

KoMmucusita mpucTelii KbM pas3riexaaHe Ha MPEJCTaBeHUTE OT YYACTHULIUTE JIOKYMEHTH,
CBBbp3aHU C JIMYHOTO UM CBHCTOSHHE M CHOTBETCTBHETO MM C KpUTEpUHUTE 3a moadop. B pesynrar Ha
TOBa



PELIN:

1. JlokyMeHTuTe, CBbpP3aHU C JUYHOTO ChCTOSHHUE U CHOTBETCTBUETO C KPUTEPHUUTE 3a MOA00D Ha
BCUYKHU YYACTHHIIM Ca PEIOBHU U YAOCTOBEPSBAT FOJJHOCTTA UM 3a u3nbiHeHue Ha OIL.

[Tpeasun nznoxxkeHoto u Ha ocHoBanue Wwi.61 1.7 ot [MTI30I1 komucusiTa €AMHOTYIITHO

PELIN:

1. Knacupa yyacTHHIIUTE Ha TBPBO M BTOPO MSCTO CHOOpPA3HO IMOCOYEHOTO B TadnuIa -
npuioxenue Ne 2.

2. O0sBABa KJIacCHpaHHsl YYaCTHUK Ha ITbPBO MSCTO, ChOOpa3HO IMOCOYEHOTO B Tabnwia —
npunoxenne Ne 3.

3. Ipennara na VYmnpasutens nHa ,,KOL[ — Crapa 3aropa” EOOJl ma ckioud J0rOBOp 3a
Bb3narane Ha OII ¢ kimacupaHus Ha MbPBO MACTO YYAaCTHUK.

MoTtuBH: Y4YacTHUKBT € KIAaCHUpaH Ha IBPBO MSCTO CHOOpPa3HO KPHUTEpHUsS 3a OICHKAa Ha
odpeprute. Toil mpesmara Hail-HUCKaTa IieHa 3a u3nbiaHeHue Ha OIl, a mokyMeHTHUTe, CBBP3aHU C
JTUYHOTO MY CHCTOSHUE M CHOTBETCTBHETO C KPUTEPUUTE 3a MOJOOp ca PEJOBHH M YAOCTOBEPSBAT
TOJHOCTTA MY 32 U3IbJIHEHHE Ha OpBUKATa.

Komucusara npukitoun paboTara cu 1o To3u nporokoi Ha 31.08.2018r.

Komucus:
[Ipencenaren: Huxonait KupeB — ..........c.cooviiieiinns /MU cver. wn2 uun23 om 3311
Unenose: mar.hapm.LIB. KupeBa — .........ocovvvvvvnnvnnn. /T cvon w2 uwn23 om 3311
Bams BemueBa— ....oooiviiiiiiini e /T cvenwn2 wun23 om 331




MpunoxeHue Ne 1

kbM MpoTokon Ne 1 ot 31.08.2018r.

TABJINLA C UEHOBMU MNPELNJIOXEHUSA

MNMpeanoxeHne Ha y4yacTHMKa

" Cochapma Tpenguur " Afl

"®boHukc ®apma” EOO[]

O6ocobeHa Me HapOAHO HeNnaTeHTHO KONMYecTBO 3a
ATC KO[L kAyHapoA nek. oopma ea.mMsipka
no3uuyus Ne HaumeHoBaHue [INN/ eqHa roguHa oo
MpeanoxeHa ueHa 3a eq. msipka ¢ O0C ot MNpennoxeHa ueHa 3a ea. msipka ¢ A40C ot
KonoHa 5 o nemu 3Hak crned decemuyHama konoHa 5 0o nemu 3Hak cried decemuyHama
3anemas 3anemasi
1 2 3 4 5 6 7 8
L nepoparnHa
1 LO1XEO2 |Gefitinib (‘t’)ozma mg 675 000 0.57336 143.33200
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TABIIWNLUA

MpunoxeHne Ne 2

kbM [MpoTtokon Ne 1 ot 31.08.2018r.

MpeanoxeHne Ha y4yacTHUKa

" Cocpapma Tpenguur" Al

"®boHukc Papma " EOO[,

O6ocob6eHa ATC KOf MexgyHapoaHO HenaTeHTHO nex. chopma eaMApKa KONIM4ecTBO 3a
nosuumns Ne HaumeHoBaHue [INN/ ’ ’ eAHa roguHa go
MpepnoxeHa ueHa 3a ea. msapka ¢ AAC | NMpeanoxeHa LeHa 3a ea. mspka ¢ AAC ot
oT KonoHa 5 do nemu 3Hak cned KonoHa 5 0o nemu 3Hak crned decemuyHama
decemuyHama 3anemas 3anemasi
1 2 3 4 5 6 8 9
s nepoparHa 1-Bo mMsicTO 2-po MACTO
1 LO1XEO2 |Gefitinib m 675 000
chopma 9 0.57336 143.33200
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" Codhapma Tpenguur" AL

[MpunoxeHne Ne 3

kbM lMpoTokon Ne 1 ot 31.08.2018r.

Oboco MpeanoxeHa MpeanoxeHa
MexagyHapoaHo Mputexarten Ha
Ne no | 6eHa nekapcTse KONMYEeCTBO |LieHa 3a eguHuLa LieHa 3a O6wa
ATC kop HenaTeHTOBaHO MsipKa N TbproBckO HaMMeEHOBaHMEe paspeLnTenHoTo 3a
pen |nosvum Hanmenosanme / INN / Ha cbopma oo MsipKa ¢ BKn. | on./amn./con. ¢ CTONHOCT HoTDE6a
a Ne nnc Bkn. 4AC ynotp
1 2 3 4 5 6 7 8 9 10 1 12
igs nepopanHa Astra Zeneca AB,
1 1 LO1XE02 |Gefitinib dopma mg 675000 0.57336 4300.20 387018.00 |Mpeca 250mr x 30 T0. Sweden

O6wa cyma c 4AcC:

387018.00 ns.
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