IIPOTOKOA Ne¢ 1/22.06.2018r.
o 4a. 54, aa. 7 ot IIII30II
3a KOHCTATAaIlHH Ha KOMHCHSITA

Huec, na 22.06.2018 rox. B 11:00 yaca, koMmucusTa 3a MIpoBeRAaHE HaA
orkputa npoueaypa 1o 30Il 3a BB3saraHe Ha o0OIIeCTBEHa IIOPHYKA C
npeamet: LJlocTaBKa Ha AE€KapCTBEHM IIPOAYKTH 3a A€dYeHHe Ha
XEMATOAOTHYHH 3a00AdBaHHS W Ha I[IAllUEeHTH C TepMHHaAHa OBOpedHa
HeJOoCTaThYHOCT Ha xemonmnasusa B YMBAA ,IIpod. O-p Crosu KupkoBuu”
Al, rp. Crapa 3aropa, HasHadeHa cbc 3amnoBen Ne P/1-10-462/22.06.2018
TOM., B CAETHUS CHCTaB:

IIpencenaTeAa:
1. AnB. Targaua KekeBcka

YaeHosBe:
2. Mar. dpapmarieBT Muaka I'eHkoBa — YripaButea Arreka
3. [-p Beaumna YepkezBa — HadaaHUK otneaeHue 110 KamHu4Ha

XEeMaTOAOTHS U MeIUITMHCKA OHKOAOTHSI
4, Homn. O-p. Uana JumutrpoB [lonoB — BPU/] HavaanHUK KAWMHUKA
10 He(ppoAoTHud C AeHHOCT XeMoauaAru3a — IeHHOCT HedPoAoaUs
S. T'a.men. cecrpa Tana PaneBcka

Pe3zepBHH YA€eHOBe:
1. AaB. Xpucro IlanaiioToB
2. Banga BormanoBa — PekoBoauTea OOmieCTBEHU MOPHYKH,

IIPOBEOE CBOETO II'BPBO 3aCE€aaHHE.

I. [IpencemareaaT Ha KomucusaTa o00aBu 3amoBen Ne P-10-
462/22.06.2018rox. Ha HMambanuteanusa aupekrop Ha YMBAA ,Ilpod. a-p
Crogn KupkoBuu A/l, rpan Crapa 3aropa 3a Ha3zHadyaBaHE Ha KOMHCHSTA U
chCTaBa ¥, U AOKAQBA, Y€ C IIPHUEMO-IIpeaaBaTeACH IPOTOKOA OoT 22.06.2018
I'., I3TOTBEH Ha OCHOBaHUE 4YA. 48, aa. 6 ot 30II, € moAy4IHA OT AEAOBOAUTEAD
B I€AOBOJICTBOTO Ha BB3AOKUTEAS CIIMCHK C IIOCT'BIIMAUTE OPEPTHU, BEAHO C 2
/oBa/ 6post opepTH ChbC CACHUTE BXOOAIIM HOMEpA:

1. »MEIEKC 004%, rp. Codus , kB.I'opybasHe, ya.“CaMOKOBCKO
uroce® 27\, TrproBcku 11eHTHP bouaa, er.5 - Bx. Neo I1/1-03-143/20.06.2018r.,
09:30 gaca.



2. »POIII BBATAPHA“ EOOL, rp. Codusa , XK.K. ,ManacTupcku
AauBanu - 3amnan’, ya. ,bBsaao moae“16 - Bx. No I1/1-03-144/21.06.2018r., 09:50
Jaca.

II. [IpencemateadaT Ha KOMHCUATA KOHCTaTHpa, Y€ Ha 3aCeqaHHEeTOo
Ha KOMHCHATA HE IPHUCHCTBAT MIPEACTAaBUTEAM Ha yYaCTHUIIUTE B
npoleaypaTa UAU TeXHU YITbAHOMOIIIEHU ITPEACTaBUTEAN, UAU ITPEICTABUTEAN
Ha CpeACcTBa 3a MacoBa UH(oOpMAaIlys.

ITII. Caen mmoAydaBaHe Ha CIIUCHKA Ha IMOCTBITUANTE O(PEPTH, YAEHOBETE

Ha KOMHCHSATA IoAIINcaxa AeKAapaliuu, ceraacHo 4a. 103, aa. 2 ot 30I1 1 ya.
51, aa. 8 ot IIII30II.

YaeHOBETE HAa KOMHUCHATA YCTAHOBUXA, Y€ BCUYKHU OIIaKOBKH, KOUTO ca
IIOCTBIIMAM B [OEAOBOJACTBOTO Ha DBB3A0XKHUTEAd, C IIOCOYEHHUTE II0-Tope
BXOOAIIM HOMEpa ca 3aredaTaHU M C HeHapylleHa IISIAOCT, OTroBapsiT Ha
U3HUCKBaHUSATA CBIAACHO HOPMATUBHUTE pasmopendy M H3HUCKBaHUSTA Ha
Bb3aoxkureaa 3a Buaa Ha opepTUTe U HAUMHA Ha MIPEACTaBIHETO UM.

IV. Komwumcusara TIIpUCTBIM KBM OTBapsHe Ha odepTuTe Ha
y4acCTHHULIUTE II0 peaa Ha TAXHOTO IIOCTBIIBAHE:!

1. OrBopH ce onnakoBkata Ha ,MEAEKC” OO, TpuMa OT YAEHOBETE
Ha KOMHCHUSTaA IMOAIMCaxXa 3alledaTaHuTe HEeNpo3padyHH IIAHKOBE 3a
npeasaraHy  IIEHOBH IIapaMeTpPu M BCdKa CTPaAHHIIA Ha OCTaHAAUTE
JOOKYMEHTH, ChIbPKAIIM CE B OITAKOBKATAa. YCTAHOBH CE€ HAAUYHUETO Ha IHCK
c maanuc EE/IOIT ,Menekc“ OO/I.

1.1.9aeHoBeTe Ha KOMHCHATA YyCTAHOBHUXA HAAWYHETO Ha
OOKyMeHTHU U 12 /nBaHanecer/ 3aredaTaHU HEITPO3pPadyHU IAUKOBE C HAIIIHC:

o Ilpemaaranu 1ieHOBU mapamMeTpu” 3a obocobeHa mo3urms No 1,
HOMEHKAATypHa equHuma No 2

o Ilpemaaranu 1eHoBH IapaMeTpu“ 3a obocobeHa mosmrusa No 1,
HOMeHKAaTypHa eguHuna No 6

<

o llpenaaranu 1ieHoBU mapaMeTpu” 3a obocobena mosurusg No 1,
HOMEHKAaTypHa enuHuiia No 7

<

o llpenaaranu 1ieHoBU mapaMeTpu” 3a obocobena mosurug No 1,
HOMEHKAaTypHa enquHuiia Ne 10

<

o llpenaaranu 1ieHoBU mapaMeTpu” 3a obocobena mosurug No 1,
HOMEHKAATypHa eauHunia Ne 12

3

o llpensaranu 1eHoBU napamMeTpu”“ 3a obocobeHa mo3urus No 2,

HOMEHKAATypHa equHumna No 14

o Ilpemaaranu 1eHOBH mapamMeTpu” 3a obocobeHa mo3uiuss No 2,
HOMeHKAaTypHa equHuiia No 15



o  Ilpemaaranu 11eHOBH mapaMeTpu” 3a obocobeHa mo3uius No 2,
HOMEHKAaTypHa equHumna No 16

o ,Ilpenasaranu 1meHoBH IlapaMeTpu“ 3a obocobeHa mosurmsa No 2,
HOMEHKAaTypHa equHuna No 18

o llpemaaranu meHoBH mapameTrpu” 3a obocobeHa mo3unusa Ne 2,
HOMEHKAaTypHa equHuna No 19

o ,Ilpenasaranu 1meHoBH IapaMeTpu“ 3a obocobeHa mosurusa No 2,
HOMeHKAaTypHa equHumna Noe 20

o Ilpenasaranu 1ieHOBU mapamerpu” 3a obocobena mo3uiusga No 2,
HOMEHKAATypHa eaquHumia No 24

2. OrBopu ce onnakoBkKaTa Ha ,POII BBATAPHA“ EOOM, Tpuma OT
YACHOBETE€ Ha KOMHCHATA IIOoAIIHCAaxa 3alledaTaHHUTE HEIIPOo3padHH IIAMKOBE
3a IpemaaraHu II€HOBHU IIapaMeTpH M BCdKa CTPaHHIlA Ha OCTaHaAAUTE
JOKYMEHTH, ChABPXKAIIM C€ B OIIaKOBKaTa. YCTAaHOBHU CE€ HAAMYHETO Ha OHUCK
c Haamnuc ,EEOIl ¢ mH(pOpMAalUsa 3a AHYHOTO CHCTOSHHE Ha yYacTHHKA
yPoi Bearapusa“ EOO/, EMK:131279951, o o6pazelr oT AOKyMEHTalluITa
BBB (popma XML u PDF moamnmcan ¢ kBaauuIupaH €AEKTPOHEH MOAIIUC OT
AUIIaTa IpeacTaBAgBaIll yYacTHHKA.

2.1.YaeHOBETE Ha KOMHCHATA YCTAHOBHXA HaAAHUYHETO Ha
JOKYMEHTHU U 6/111ecT/ 3aredaTaHyd HEIIPOo3padyHU IAMNKOBE C HAIIIHC!

o _llpenaaranu 1ieHOBH IapaMmeTpu” 3a obocobeHa mo3uriud Nel —
AeKapcTBEeHU TIPOAYKTHU 3a A€dYeHHE Ha XeMaTOAOTHUYHH 3a00AdBaHUM,
HoMeHKAaTypHa enmHuIla Ne 3, INN Rituximab

o ,Ilpemaaranu 1eHOBU HapameTpu” 3a obocobeHa moaurus Nel —

€KapCTBEHU IIPOAYKTU 3a A€YEHHE Ha XeMaTOAOTHYHH 3a00AgBaHUA

A T OYKTH 3 T 3a0 ,
HoMeHKAaTypHa enuHuiia Ne 4, INN Rituximab

o ,Ilpenaaranu 1eHOBU HapameTpu” 3a obocobeHa mosurus Nel —
AeKapCcTBEHU TIPOAYKTHU 3a A€YEeHHE Ha XeMaTOAOTHYHUH 3aboAsgBaHUd,
HoMeHKAaTypHa enuHuila Ne 8, INN Interferon alfa-2a

o llpemaaranu 11eHOBH IapameTpu” 3a obocobeHa mmo3uriud No2 —
AeKapcTBEHU IIPOAYKTHU 3a A€YEeHHe Ha IIallMeHTO C TepMUHaAHa OBOpedHa
HEOOCTAaThYHOCT Ha XeMOAHaAu3a, HOMEHKaaTypHa enuHuiia Ne 21, INN
Methoxy polyethylene glycol-epoetin beta

o llpemaaranu 11eHOBH ITapaMeTpu” 3a obocobeHa 1mo3uiiud No2 —
AeKapcTBEeHU IIPOAYKTHU 3a A€UYEHHE Ha MallUeHTO C TepMHHaAHa OBOpedHa
HEIOCTAThYHOCT Ha XEMOAHaAW3a, HOMEHKaaTypHa emuHuiia Ne 22, INN
Methoxy polyethylene glycol-epoetin beta



o _llpensaranu 1ieHOBU IapameTpu” 3a obocobeHa mo3uiud No2 —
AeKapcTBEeHU IIPOAYKTH 3a A€UYEeHHe Ha IMallUeHTO C TepMHHaAHa OBOpedHa
HEIOCTATBhYHOCT Ha XEMoAuaAui3a, HOMeHKaaTypHa emuHuiia Ne 23, INN
Methoxy polyethylene glycol-epoetin beta

C Te3u MOeHCTBHUS NPUKAIOYHM IIyOAMYHaTa dYacT OT paborarta Ha
KOMHCHSTA.

V. Komucusara nmpoabaku cBodTa pabora Ha 28.06.2018r. ot 11:00 uaca,
KaTo pasraema nocodeHutTe oT ydactHuiute B eEEJ/IOIl manHM OTHOCHO
IIOCTaBEHHUTE OT BB3AOXKUTEAd HU3UCKBAHHSA KBM AUYHOTO UM CBLCTOSHHE U
KPUTEPUH 3a 1oabop.

1. Komucusara ycraHoBu, dYe y4dacTHUKGLT ,MEIOEKC” OO e
npeacraBua EEJ/IOIl Ha eAeKTPOHEH HOCHUTEA, IOAIHNCAH C €A. IIOAIHC OT
yIpaBUTEAUTE Ha AapyxkecTBoTo Emua AasekcapapoB [laHeB u Beausap
AnToHOB [paroeB. Komucusara u3pbpiin ciupaBka B TP nipu AB u ycTaHOBH,
4e B APYKECTBOTO UMa YeTHPHUMAa CHAPYKHUIIU.

Cewraacuo 4a. 40, aa. 1 ot III130I1, aumara mmo 49a. 54, aa. 2 1 9A. 55, aa.
3 ot 30II ca:

1. au11aTa, KOUTO IIpeacTaBASIBaT yIaCTHUKA UAW KaHOUOATA;

2. aunata, KOUTO Ca YAECHOBE Ha YIPaABUTEAHU U HAA30PHU
OopraHu Ha yJ4aCTHUKAa UAU KaHOIUAATa;

3. ApyTH AHLIA CBC CTATYyT, KOUTO UM II03BOASBA /14 BAUIAT IIPAKO
BBPXy MAeWHOCTTA Ha HOPEAINIPUSTHETO 10 Ha4YWH, €KBUBAA€HTEH Ha TO3H,
BAaAWZIEH 3a HPEACTAaBAABAIIUTE I'O AWIlA, YACHOBETE Ha YIIPABUTEAHUTE HAU
HaO30pHUTE OPTaHU.

Ha ocuoBanmue ua. 44, aa. 1 ot IIII30I1 yyactauksT ,MEIEKC”
OO/ caenBa B S/metr/ AHEBEH CPOK OT ITOAyYaBaHE Ha HACTOLIIUS ITPOTOKOA

Oa TIpeAcTaBU Ha BB3A0KHTEAS CIIMCBK Ha BCHYKH 33BAYKEHU AUIA TI0
CMHCBAA HaA YA. 54, aa. 2 ot 30I1.

2. Komucusita ycTaHOBH, 4ye y4acTHUKET ,,POIII B'BATAPHSI“ EOO/ e
npencrtaBua EEJIOIl Ha €eAeKTPOHEH HOCHUTEA, MOAIHCAH C €A. IIOAIHNC OT
yIpaBUTeAuTe Ha [ApyxkecTtBoTo Meronusa YanukoBa, EBrenuit Hukoaaes
HukoaoB u EBa Bapbapa I'penga. eEE/IOIl e moamucaH ¢ ea. HOAIINMC U OT
leprana MwuaanoBa 3apeBa u StamplT Global Qualified CA. Komucugara
U3BBPIIU cupaBka B TP nmpu AB u ycTaHOBH, 4Ye eIHOAWYEH COOCTBEHHK Ha
kanutasa Ha ,POII BBATAPUA“ EOO/ e 4yKaecTpaHHOTO OPUANYIECKO
aune ,,POILI ®MHAHIL“ A, [lIBetinapus.

CrwraacuHo 4a. 40, aa. 1 ot III130I1, aurmtaTa mo 49a. 54, aa. 2 u 49A. 55, aa.
3 ot 30II ca:

1. AvIIaTa, KOUTO IIpeacTaBAdBaAT yHJaCTHHUKA UAW KaHANAATA,
2. AHIIaTa, KOHTO Ca YAC€HOBE€ Ha YIIPAaBHTCAHH KW HAA30PHHU
OopraHu Ha y9aCTHHKa UAU Kangugarta,



3. IPYrY AMIlA CBC CTATYT, KOHTO UM II03BOASIBA [1a BAULAT IIPIKO
BBPXY MAEHHOCTTA Ha IPEAIIPUATHETO II0 HAYUH, €KBHUBAAECHTEH Ha TO3H,
BaAHZECH 3a IIPECTaBAGBALIUTE I'O AWIlA, YACHOBETE Ha YIIPABUTEAHHTE HAU
Ha,zLéopHI/ITe OpraH#. ,

Ha ocHoBanue 4a. 44, aa. 1 ot IIII30Il ygactuuksT ,POIN
BEBATAPUAY EOOJ] caeaBa B S/mer/ AHEBEH CPOK OT IIOAy4YaBaHE Ha
HacTodlUd IIPOTOKOA [a HNpeacTaBu Ha Bb3aoxuTeas CIIUCHK HA BCHYKU
3abAXKEHHU AHLIA 10 CMUCHAA Ha 4YA. 54, aa. 2 ot 30I1.

Komrucugara nnupkarogdu ceodra pabora Ha 02.07.2018r.

IIpennc oT HacToOdIIMSA IIPOTOKOA Jla CE IyOAMKYBa B IIpodrAa HaA
KyIlyBa4a, B JOCHETO Ha OOIIeCTBEHA IIOPBUKAa U B AeHd Ha IIyOAMKYyBaHE Oa
Ce u3IIpaTU Ha BCUYKMU yYaCTHHUIIM B IIpolleaypaTta.

e

MipescenaTeA: 3a/IM4eHOo cbraacHo yn.2 ot 33/14

1. Axg. TatsHa KeKeBek .B'bB Bpb3Ka c un.42 an.5 ot 30T1

YaeHOBE: :
vvovo
2. Maructep dpapmaneBtT Muaka 'eHkoBa — (/(#/ ............. “/ .................
3a/IM4eHo cbraacHo yn.2 ot 33/14
3. [I-p Beanna Yepkessa — BbB Bpb3Ka Cc 4n.42 an.5 ot 3001
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