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3a paborata Ha KOMUCWATA, Ha3HayeHa OT VI3NbAHWUTENHWUA [AMPEKTOp Ha OCHOBaHWe
yn.tO3 an.l ot 30l 3a M3BbLPLIBAHE Ha NOAGOP Ha y4yaCTHUUMUTE, pasrfexjaHe M OLEHKa Ha
nogafeHnTe odepT B OTKpUTA NMpouedypa 3a 06LecTBeHa Nopbyka ¢ npeamet “ocTtaBka Ha
NeKapCTBEHN MPOAYKTM 3a OHKOMNOrMYHK 3abonsiBaHus u xemoauanusa 3a YMBAJI
"Llapuua WMoaHHa-UCYN” EAM". MMpoueaypata e ob6seeHa ¢ PeweHve Ne P[-03-
29/19.05.2017 r. Ha M3nbnHUTENHUA AMpeKTop, Ny6/mMKyBaHO B permcTbpa Ha AOI nog Ne
00494-2017-0015.

KomucusaTa 3a u3BbpLUBaHE Ha NOAOOP Ha y4yaCTHUUMUTE, pasrfiexpaHe M OueHKa Ha
nogafeHnTe OMepTM e HasHadeHa cbuc 3anoses Ne P[-02-372/28.06.2017 r. Ha
M3NbAHUTENHNA OUPEKTOP, U € B CbCTaB KakTo CrejBa:

Mpepceparen: Bnagynmnp Bb/IKOB - HOPUCKOHCYNT

UneHos.e: 1. npodh. A-p Ao6pnH KOHCTaHTMHOB - H-K KOAKXO
2. fou,. a-p CrethaH KpusoLlmeBs - H-K KnnHKKa no xemoguannsa
3. A-p Mapuena Konesa - H-Kk OMO
4. PymaHa floraHosa - H-K cekTop A4[1
5. mar. t-T epraHa PaiikoBa - H-K BofHMYHa anTeka
6. Mupena MunTKoBa - CYETOBOAMTEN

Pe3epBHM YneHoBe:
1 a-p MuTko LleHoB
2. o-p Bnagumnp KaHapes
3. A-p MBaH L bpbaHoB
4. mar. -1 Katq 3nareBa
5. Pagka KanbnoBa
6. AaHvena MuHyeBa

Ha 28.06.2017 r. ot 10:00 4. B 3acefarenHarta 3asia Ha VI3MbAHUTENHUA AUPEKTOP
KoMucKATa ce cbbpa 3a pasriexgaHe Ha NocTbnuAnTe AOKYMeHTWU. MonydyeHUTe odepTn 6sxa
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npefageHn c npoTtokon no uyn. 48, an.6 ot IMN30I Ha npeacefatens Ha KomucusaTa OT
DJTHXXHOCTHOTO finue PymsaHa [oraHosa. MpoTokonsT 6e nognucaH OT NpeAaBawioTo nuue u
npeacegarens Ha KOMUCUATA.

MonyyeHnTe othepTyn ca KakTo creaBa:

. .Pemean TpenguHr” OO/, - othepta Ne 1/22.06.2017 1. - 12:30 u.

,» 1 bproecka flvra - HAL” AJl - opepta Ne 2/23.06.2017 r. - 13:30 u.
»EN eHg An ®apma bbvarapus” EAL - ohepta Ne 3/27.06.2017 1. - 10:00 u.
. »Papkon” AL - ogepta Ne 4/27.06.2017 r. - 10:05 u.

. ,Cothapma TpeigmHr” ALl - opepta Ne 5/27.06.2017 r. - 10:50 u.

. »Mepgekc” OO/, - ogpepta Ne 6/27.06.2017 r. - 11:15 u.

. »PCP” EOO/ - opepta Ne 7/27.06.2017 r. - 11:20 u.

. »EKohapm” EOO/J] - opepta Ne 8/27.06.2017 r. - 11:22 u.

. »,Pow bbvarapmna” EOO/ - ogpepta Ne 9/27.06.2017 r. - 11:25 u.

10 ,YAnTa ®apmactoTukbsic” EOO/ - Bx. Ne 10/27.06.2017 r. - 14:10 u,
11. ,,Mapumnekc- 7” EOO/, - ogpeptaNe 11/27.06.2017 r. - 15:20 u.

12. ,,®boHnKC Papma” EOO/ - otheptaNe 12/27.06.2017 r. - 15:30 u.

©CONOUTAWN R

UneHoBeTe Ha KoMUCKATA AeKnapupaxa obcToaTencTeata no yn. 103. an. 2 ot 30r1.

Ha 3acefaHMeTo Ha KOMMCMSITA He MNPUCHCTBAaxa HAAMNEXHO YMb/IHOMOLLEHM
NpeACTaBUTENN Ha YYaCTHULMTE.

KomucusiTa ycTaHOBM, 4e AOKYMEHTUTE, CBbP3aHM C Yy4yacTWeTo B npolegypata ca
NPeACcTaBeHU B 3aneyaTaHX HEMpo3payHW OMakOBKM M ca MOAAfAEHM OT YdyaCTHUUMTE [0
M3TMYaHe Ha KpaiHWA CPoK 3a NofaBaHe Ha OepTW - NIUYHO WNM upe3 Kypuepcka ycnyra ¢
npenopb4dYaHa npaTtKa C o6paTHa pasnnckKka M OTroBapAT Ha U3NCKBaHUATA Ha Y/l 47, an.l ot

Mn3ort.

lMocnepoBaTenHo, Mo pefa Ha MNOMy4YaBaHETO MM, KOMUCUATa OTBOPWU 3anevyaTaHUTe
HEMPO3pPayHM OMakKoBKWU W TMNPOBEPU 3a HATMYMETO Ha CbOTBETHUA 6p0|7| TEXHNYECKU
npeanoXeHUs W OTAENHW 3anedyataHW MNavMKoBe C Hagnuc “lpepnaraHy LEHOBW MmapameTpu’,
Cb06pa3HO 060COBEHNTE NMO3ULMK, 38 KOUTO Ce Y4acTBa, Cfief KOETO TpUMa OT HENHUTE Y/ieHoBe
nognucaxa nAMKOBETE C Hagnuc “lpegnaraHyM LEHOBM NapaMeTpu” W TeXHUYecKuTe
npeanoXeHns Ha y4acTHULUMTE.

PaboTaTa Ha KOMUCUATA NPOLBL/IKM C pasrfieXxaaHe U NpoBepKa Ha JOKYMEHTUTE MO Y/l
39, an. 2 ot INM30I1 3a CLOTBETCTBUE C U3NCKBAHMATA KbM JINYHOTO CLCTOAHWE N KpUTEpuuTe
3a nofbop, MOCTaBeHW OT BBL3NIOXKUTENA. YYaCTHUUMTe cnefsa fAa Aeknapupar auncata Ha
OCHOBaHMATA 3a OTCTPaHABaHe U CbOTBETCTBMETO CU C KPUTEPUMTE 3a NoA0oop Ype3 npeAcTaBsHe
Ha EguHeH eBponenckn JOKYMEHT 3a obuiectseHn nopbyukn /EELAOCM/. Kputepumte 3a nogoop
ca e[JHaKBM 3a BCWMYKM 000COGEHM MNO3ULMM M Ha OCHOBaHWe un. 47, an. 10 ot MM30rMM
Bb3noxutenar e fonycHan Bb3MOXKHOCTTa 3a NnpecTassaHe Ha eanH EEAOTN.

TexHnueckata CrneumduKaLms ce cbCToM 0T 2 060CO6EHM MO3ULMK, BCSKA OT KOWTO
BK/IHOYBA pa3/iMieH GPOi HOMEHKNATYpHU eAuHMLM. Bceky yuyacTHMK MMa NpaBo fa npeacTasu
ocepTa 3a efiHa UK 1 3a f1BeTe 060CO6EHN NO3NLIMW. Bb3NOXUTENAT NPeaBMXaa Bb3MOXHOCT 3a
npeAcTaBsiHe Ha OPepPTM 3a YaCT OT HOMEHKNATYPHUTE eAUHULM OT BCsika 060c06eHa no3uuys. 1

1. OdhepTata Ha yuvacTHuKa ,,Pemean TpenguHr” OO[ e 3a o6ocobeHa no3vumst Ne 1
HOMeHKnaTypHu egnHuum Ne Ne 2, 65, 66, 67, 70, 71, 72, 73, 74, 75, 79, 80, 81, 82.



BCUKM JOKYMEHTH, CbAbpXKally ce B odepTaTa Ha yYaCTHMKA Ca Ha/IMYHM M CbOTBETCTBAT Ha
NPUNoXeHus onuc. M3nckyemuTe LOKYMEHTU 3a [eKnapupaHe CbOTBETCTBME C U3UCKBaHMATA
KbM /INYHOTO CbCTOSHWE U KpUTEpUUTE 3a NOAO0P, NOCTaBeHM OT Bb3/IOXKMTENA, Ca HA/IMUYHU U
PefoBHU, C W3K/KOYEHMe Ha npefcTaBeHUs EAMHeH eBponenckn [OKYMEHT 3a O06LLeCTBEHU
nopvukn /EEAON - [MpunoxeHnne Nel/. daHHuTe, m3nckyemm B Yact Il “UHdpopmayms 3a
MKOHOMUYECKNA onepatop”, Tabnumua b “ViHopmaums 3a npeActaBuTeIMTe Ha MKOHOMUYECKMS
ornepaTop” ca HeMmb/IHU, ThiA KaTO He ca MOCOYeHU 3a BCUYKM NNLA, NPeACTaBNsaBaLly YYaCTHUKA,
B CbOTBeTCTBME C un. 40 an. 1 m an. 2 ot INMN30rM. [pyXecTBOoTO ce MNpeAcTasnsaBa OT ABama
ynpasutenn, a B npeacrtaseHnsa EEAON qurypupar gaHHW 1M e nofnucaH camo OT r-H XKeko
JKekos.

Ha ocHosaHue un. 54, an. 9 ot MM30M B cpok 5 /neT/ paboTHW AHM OT MNosy4vaBaHe Ha
HacToAWMA MPOTOKON YYacTHMKLT ,,Pemean Tpenamur” OO/, cnegsa Aa npeactaBu HOB
EEAOM, B koilto B Yact Il: “WMHGopmaumsa 3a MKOHOMUYECKMS onepaTop”, Tabnuua b
“MHpopmanms 3a NpeAcTaBUTENIMTE HA MKOHOMUYECKUSA onepaTtop” fa 6bAar BNUCaHU BCUYKU
nMya, NpeacTaBafBalLM y4yacTHMKA MO 3aKOH, B CboTBeTCTBME C Y. 40 an. 1w an. 2, ot MNM30r1
/nBamata ynpasutenn/. Hosuat EEAOIT cnefga fa 6vae noanucad v OT ABamata ynpasutenu
Ha [py>XecTBOTO. B cnyyald, Ye e Ha/mMue HEOO6XOAMMOCT OT 3alWmTa Ha JINYHWUTE JaHHWU WK
pasnnyne B 0BCTOATENCTBATA, CBbP3aHW C /IMYHOTO CLCTOAHME, Ha OCHOBaHWe uyn. 41, an.1 ot
Mr30T01 3a nHgpopmaumsaTa 0OTHOCHO M3UCKBaHMATA Mo un. 54, an. 1, 1.1, 2 u 7 Ha 30Tl nuuyata
cnefga fa NoONbAHAT U nognuwat otaenedH EEAONN.

2. OhepTaTta Ha yyaCTHuKa ,, Tbproecka Jiura - HALL” A/[, e 3a o6ocobeHa nosnums Ne |
HOMEHKNATYpHU eanHuLm Ne Ne 40, 54.

Bcrukn JOKYMEHTW, CbAbpyKallM ce B opepTara Ha y4acTHMKA ca Ha/IMYHM N CbOTBETCTBAT Ha
NPUNoXeHna onuc. M3nckyemute LOKYMEHTU 3a AeKnapupaHe CbOTBETCTBME C M3UCKBaHMATA
KbM /IMYHOTO CBLCTOSIHWE W KpUTEepUUTE 3a NoAOG0pP, MOCTaBEHN OT Bb3/IOXKUTENSA, Ca HAIMYHK U
PeAOBHU. YUYaCTHUKBLT CbOTBETCTBA C U3UCKBaHMUATA KbM JIMYHOTO CLCTOAHME N KpUTEpUUTE 3a
nogbop, U komucusaTa gonycka ,, Tbproscka Jlura - HALY” Al fo crnedsawiys eTan Ha

npoLieaypata.

3. OthepTata Ha yyacTHuKa ,,En eHg An Papma bbnrapusa” EA/L e 3a 06ocobeHa no3mums Ne
1 HoMeHKnaTypHU eanHMLmM Ne Ne 49, 69.

BCMUKKM JOKYMEHTU, CbAbpKally Ce B OfepTaTa Ha yyYaCTHUKA Ca HA/IMYHU M CbOTBETCTBAT Ha
MPUoXKeHns onuc. M3nckyemuTe LOKYMEHTW 3a AeKiapupaHe CbOTBETCTBME C U3NCKBaHUATA
KbM JIMYHOTO CbCTOSHWME W KPUTEpUUTE 3a MoAO60pP, MOCTaBEHN OT Bb3/IOXKUTENSA, Ca HAIMYHW U
PeAOBHU. YUYaCTHUKBLT CLOTBETCTBA C M3UCKBaHUATA KbM JIMYHOTO CLCTOAHWE N KPUTEPUUTE 3a
noabop, U KomucusiTa gonycka ,,En eHg An dapma bBuvnarapua™ EA/L [o cneagalms etan Ha

npoLieaypara.

4. OchepTata Ha y4yacTHuKa ,,Papkon” ALl e 3a o6ocobeHa no3vumst Ne 1 HOMEHKNaTypHM
eanHuum Ne Ne 8, 23, 32, 33, 38, 84, 85, 103.

BCUUKM JOKYMEHTW, ChAbPXKaLLy ce B odiepTaTa Ha yYaCTHMKA Ca HAMMYHK 1 CbOTBETCTBAT Ha
NPUNOXeHUs onuc. 3ncKyemuTe [OKYMEHTU 3a [leKnapupaHe ChbOTBETCTBME C M3MCKBaHMSATA
KbM JIMYHOTO CLCTOSIHME W KPUTEPUKTE 3a MOAGOP, MOCTABEHW OT Bb3NOXKWUTENS, Ca HAMMYHN U
PENOBHN. YUYaCTHUKBT CbOTBETCTBA C U3UCKBAHMSATA KbM JIMYHOTO ChCTOSHME W KPUTEPUUTE 3a
noaGop, 1 KomucKsiTa fonycka ,,dapkon” A, Ao cneABallys eTan Ha npoLeaypata.

5. OdepTata Ha yuyacTHuKa ,,Cothapma TpenguHr” AL e 3a ob6ocobeHa nosvumsi Ne 1
HOMeHKNaTypHu eamHuum Ne Ne 1, 2, 6, 7, 10, 23, 30, 32, 48, 55, 56, 57, 58, 59, 60, 61, 62, 63,



64, 65, 66, 67, 68, 70, 71, 72, 73, 74, 75, 79, 80, 82, 83, 86, 90, 91, 92, 97, 98, 101, 102, 103,
105, 106, 108, 110, 111 n ob6ocobeHa nNo3mumsa Ne 2 HOMeHKNATYpHU eauHunum Ne Ne 2, 3, 5, 8.

Bcuukn JOKYMEHTH, CbAbpXKaln ce B ofheprara Ha y4aCTHMKA ca Ha/IMYHM U CbOTBETCTBAT Ha
NMPUIOXKEHNA onuc. 3nuckyemuTe OOKYMEHTU 3a [eKnapupaHe CbOTBETCTBME C U3UCKBaHMATA
KbM /IMYHOTO CLCTOSIHWE U KPUTEpUUTE 3a NOAOOP, NMOCTABEHM OT Bb3/IOKUTENSA, Ca HAIMYHU U
PEAOBHU. YYaCTHUKBLT CLOTBETCTBA C U3UCKBAHUATA KbM /IMYHOTO CLCTOAHME U KpUTEepuuTe 3a
nogoop, ¥ KomucusAta fgonycka ,,Cocapma TpenguHr” AL, [0 cnegsawys etan Ha
npouesypara.

6. OdhepTaTta Ha yyacTHuKa ,,Meaekc” OO/ e 3a 06ocobeHa no3vumsa Ne 1 HOMEHKNaTypHU
eavHuuM Ne Ne 5, 6, 7, 8, 9, 11, 12, 13, 14, 17, 18, 19, 23, 25, 27, 28, 30, 31, 32, 33, 34, 35, 37,
38, 40, 57, 58, 59, 60, 65, 66, 67, 68, 73, 79, 80, 81, 85, 86, 88, 89, 91, 93, 98, 97, 100, 103, 106,
107 n o6ocobeHa no3numst Ne 2 HOMeHKNaTypHu eanHMum Ne Ne 1,2,5,6,7.

BCUUKM [OKYMEHTU, ChAbpXKaLly ce B ofepTaTa Ha yyYaCTHMKA Ca HA/IMYHN U CbOTBETCTBAT Ha
NMPUIOXKEHNA Onuc. M3uckyemute OOKYMEHTU 3a AeKnapupaHe CbOTBETCTBUE C M3WUCKBaHUATA
KbM /IMYHOTO CHCTOSHWE N KPUTEPUUTE 3a NOAGOP, NOCTABEHW OT Bb3/IOXKMUTENSA, Ca HAIMYHN U
PeAOBHU. YYaCTHUKBLT CLOTBETCTBA C M3UCKBAHUATA KbM JINYHOTO CLCTOAHME U KpuTepumuTe 3a
noao6op, 1 KomucuaTa gonycka ,,Meaekc” OO/, [0 crefiBallums eTan Ha npoueaypara.

7. OgpepTaTta Ha y4acTtHuka ,,PCP” EOO/ e 3a o6ocobeHa no3vums Ne 1 HOMEHKNaTypHU
eavHuuM Ne Ne 8, 23, 32, 33, 38, 84, 85, 103.

Bcrukn OKYMEHTU, ChAbpXKaly ce B ohepTaTa Ha y4acTHMKA Ca Ha/IMYHM U CbOTBETCTBAT Ha
NPUNOXeHNa onuc. M3nckyemmnte AOKYMEHTW 3a [eKnapupaHe CbOTBETCTBME C M3UCKBaHUATA
KbM JIMYHOTO CHCTOAHME N KPUTEPUUTE 3a MOLOOP, NOCTaBEHM OT Bb3/IOXKUTENSA, Ca HATUYHU U
PEOOBHW. Y4acTHUKLT CbOTBETCTBA C U3MCKBAHUATA KbM JIMYHOTO CbCTOSIHWME U KPUTEPUUTE 3a
noaéop, 1 komuncuaTta gonycka ,,PCP” EOO/, fo cnefalliys eTan Ha npouegypara.

8. Odeptata Ha yuacTHMKa ,Ekogapm” EOO[ e 3a o6ocobeHa nosmuma Ne 1
HOMEHKNaTYpHU eanHKLLM No No 3.4,

Bcrukun JOKYMEHTU, CbAbpXKawy ce B ofheprara Ha y4aCTHMKA Ca HA/IMYHU M CbOTBETCTBAT Ha
NPUNOXeHna onuc. M3mckyemnte AOKYMEHTW 3a [ieKnapupaHe CLOTBETCTBME C M3UCKBaHMATA
KbM JIMYHOTO CLCTOSIHWE W KPUTEPUUTE 3a NOAGOP, NOCTaBEHM OT Bb3/IOXMTENS, Ca HA/IMYHWA U
PefoBHN. YYaCTHUKBLT CbOTBETCTBA C U3UCKBAHUATA KbM JIMYHOTO CLCTOSAHUE U KpUTepunte 3a
nofoop, 1 KomucusTa gonycka ,,Ekopapm” EOO/], fo cnepalims eTan Ha npoLeaypara.

9. OdgpeptaTa Ha yuvacTHuKa ,,Powl Bbnrapua” EOO/L e 3a o6ocobeHa nosvums Ne 1
HOMeHKNaTtypHn eanHuum Ne Ne 41, 42, 43, 44, 46, 47, 50, 51, 52, 64, 78, 87, 94, 96 u
060cob6eHa No3numsa Ne 2 HoOMeHKNaTypHU egnHuum Ne Ne 2, 4,

BCrUKM [OKYMEHTU, ChAbpXaLly ce B OfepTara Ha y4aCTHMKA Ca Ha/IMYHM U CbOTBETCTBAT Ha
NpunoXeHna onuc. Msuckyemmte NOKYMEHTW 3a [eKnapupaHe CbOTBETCTBME C WU3MUCKBaHUATA
KbM JIMYHOTO CLCTOSIHWE U KPUTEPUUTE 3a NOAGOP, NOCTABEHM OT Bb3NIOXMTENS, Ca HASIMYHN U
PelOBHWN, C W3K/HOYEHVMEe Ha MpeactaBeHus EAUHEH eBPONencKn [LOKYMEHT 3a 06LleCTBeHU
nopbuku /EEOOIT -

Mpunoxene Nel/. [aHHuTe, wu3nckyemm B Yact IlI: "MH(popmayms 3a WMKOHOMMUYECKUA
onepatop”, Tabnuua b “MHdopmauma 3a npeacTaBUTENIMTE HA MKOHOMUYECKUS ornepaTop” ca
NMOCOYEHN 33 BCUYKW NWLA, NPeACTaBNsABaLLN yYaCTHUKA, B CbOTBETCTBME C un. 40 an. 1um an. 2
ot MM30r1. OpyXecTBOTO Cce NpeAcTaBnsBa OT TpuMa ynpaeuTenn, a npeacraseHns EEAOI e
nognucaH camo oT r-H Metoans YaanKoBCKM U I-H EBreHnii HUKonos.



Ha ocHoBaHwue un. 54, an. 9 ot MM30M B cpok 5 /net/ paboTHM AHM OT NOMyYaBaHe Ha
HacToAWMA MPOTOKON Y4yacTHUKLT ,,Powl Bbvnrapma” EOO/ cnefsa fa npeActaBn HOB
EEAOIT, B KOWTO faHHUTE, n3nckyemu B Yact Il “VHdopmaums 3a MIKOHOMUYeCKUs oneparop”,
Tabnuua b “MHdopmaumsa 3a NpeacTaBUTENUTE HA UKOHOMUYECKNUS onepaTop” Aa ca NoCoYeHw
3a BCMYKM NnLa, NpeiCcTaBNsaBaLLM yYacTHMKA, B CbOTBETCTBME C yn. 40 an. 1w an. 2 ot MM30r1.
Hoeusat EEAOI cnegga ga 6bae noanvcaH M OT TpuMMaTa ynpaBUTENM Ha [PY>XecTBOTo. B
Cflyyail, 4Ye e HaaMue HeoOXOAMMOCT OT 3aliMTa Ha JIMYHUTE [aHHW WM pasvuve B
06CTOsATENCTBATa, CBbP3aHN C NIMYHOTO CLCTOSHME, Ha OCHoBaHMe uyn. 41, an.l ot MM30rM 3a
NH(opMaLmaTa OTHOCHO M3MCKBaHMATa No yn. 54, an. 1, 1.1, 2 n 7 Ha 30l nuuarta cneisa ga
NoNbAHAT U nognuwwaT otaeneH EEAON.

10. OdhepTata Ha yyacTHMKa ,,AnTta PapmactoTuKbac” EOO/ e 3a 060cobeHa no3mumsa Ne 1
HOMeHKnaTypHu egnHnum Ne Ne 2, 8, 23, 31, 32, 33, 38, 54, 70, 71, 72, 74, 75, 82, 84, 85, 89, 93.

BCUKM JOKYMEHTW, CbAbpXKalLM Ce B oepTaTa Ha y4YaCTHUKA Ca HA/IMYHM U CbOTBETCTBAT Ha
NPUNOXeHMst onuc. 3nckyemnte AOKYMEHTWU 3a AeknapupaHe CbOTBETCTBME C M3UCKBaHUATA
KbM JINYHOTO CHCTOSIHWE U KPUTEPUKUTE 3a NoA06op, NOCTaBEHN OT Bb3NOXKUTENSA, Ca HAIMYHW U
PEAOBHM. YUYaCTHUKbLT CbOTBETCTBA C M3UCKBAHMATA KbM JINYHOTO CLCTOSAHWE U KPUTEpUUTE 3a
nogoop, M KomucusATa gonycka ,,Anta ®apmactoTukbiac” EOO/ f[o crnepsawms etan Ha

npoLieaypata.

[

11. OdpepTaTa Ha y4acTHUKa ,,Mapumnekc - 77 EOO/ e 3a ob6ocobeHa no3mums Ne
HOMeHKNaTypHu eguvHuum Ne Ne 9, 30, 68, 76, 77, 88, 95 n o6ocobeHa no3vumss Ne 2
HOMeHK/aTypHa eanHunua Ne 6.

BCUUKM JOKYMEHTW, CbAbpXKalLM Ce B oepTaTa Ha y4YaCTHUKA Ca HA/IMYHM U CbOTBETCTBAT Ha
NMPUNoXKeHns onuc. M3nckyemnte LOKYMEHTWU 3a AeKnapuvpaHe CbOTBETCTBME C U3UCKBaHUATA
KbM JIMYHOTO CbCTOSHUE M KpUTEPUUTE 3a MoAO0pP, MOCTaBeHN OT Bb3NOXMUTENS, Ca HA/IMYHU U
PeLOBHW. YUYaCTHUKBLT CbOTBETCTBA C U3NCKBAHMATA KbM JIMYHOTO CbCTOSAAHWE U KpUTEpUmUTe 3a
nogbop, ¥ KomucusATa fgonycka ,,Mapumnekc - 7”7 EOO/[, po cnegpawms etan Ha

npoueaypara.

12. OdhepTata Ha y4yacTHMKa ,,PboHMKC Papma” EOO/[ e 3a o6ocobeHa no3uvumsi Ne 1
HOMeHKnaTypHu egnHnum Ne Ne 2, 6, 9, 10, 11, 13, 23, 24, 25, 30, 32, 33, 34, 35, 36, 38, 41, 42,
45, 51, 52, 53, 54, 61, 62, 65, 66, 67, 68, 70, 71, 72, 73, 74, 75, 76, 77, 78, 79, 80, 81, 82, 84, 85,
88, 93, 95, 96, 99, 103, 105, 106, 110 n ob6ocobeHa NO3NLMA No 2 HOMEHKIATYPHU efUHMLM No
Ne 1, 2, 4, 6.

Bcrukn JOKYMEHTH, CbAbpKallM ce B oepTaTta Ha y4YaCTHUKA Ca HA/IMYHM U CbOTBETCTBAT Ha
NPUNoXeHUs onuc. M3nckyemuTe LOKYMEHTU 3a [eKnapupaHe CbOTBETCTBUE C W3UCKBaHUATA
KbM JINYHOTO CbCTOSHUE W KpUTEpUUTE 3a NoLO0pP, NMOCTaBEHW OT Bb3/IOXUTENS, Ca HA/IMUYHU U
PeAOBHU. YUYaCTHUKBLT CbOTBETCTBA C U3UCKBaHUATA KbM JIMYHOTO CbCTOAHME U KpUTEpUUTe 3a
nogbop, ¥ Komucusita gonycka ,PboHMKC Papma” EOO/[ Ao cnegpawimsi etan Ha

npoueaypara.

Cnep npoBepkata 3a WMca, HENbJHOTA WM HECLOTBETCTBME Ha MHGopMauuaTa u
LOKYMEHTUTE, BKIHOUUTEIHO HEPeAOBHOCT WM (PaKTUYecKa rpeLuka, WM HEeCcbOTBETCTBME C
M3NCKBaHMATA KbM JIMYHOTO CbCTOSIHUE WM KpUTepumuTe 3a Mofgoop, KoMucusTa W3roTeu
MpoTtokon Nel/13.07.2017 r. C KOHCTaTtauum OTHOCHO Ha/JIMYMETO W pPeAoBHOCTTA Ha
N3NCKyeMmTe OT Bb3noxurens LOKYMEHTW, UM CbOTBETCTBMETO C KpuTepumTe 3a Mogbop,
MOCTaBEHWN OT Bb3/IOXKUTENS.

B cvoTBetcTBMe ¢ yn. 54, an. 8 ot MM30I KomucKaTa mM3npaTt NPOTOKO/a Ha BCUYKM
y4yaCTHULM B [IeHS1 Ha Ny6/MKyBaHETO My B npodmna Ha Kynysaya /13.07.2017r./. B cpok o 5



paboTHM AHWM OT MOMy4aBaHETO Ha MPOTOKO/A Y4YaCTHWULMTE, MO OTHOLIEHME HAa KOWUTO e
KOHCTaTMpaHO HeCcbLOTBETCTBME WM NUMca Ha WHQopmauus, crnefsa fa NpPeacTaBAT Ha
Komucuata HoB EEAOIM w/mnn gpyrn JOKYMEHTH, KOUTO CbAbpXKaT MNpPOMeHeHa W/vnm
[ONb/IHEHA MH(opMaums. JonbaHUTENHO NpefocTaBeHaTa MHMopMaums Moxe fa obxsalia v
(hakTn 1 0BCTOATENCTBA, KOUTO Ca HACTBLMNWAW Clef KpariHWS CPOK 3a noslyyaBaHe Ha othepTu.

Mpeon wm3TMYaHe Ha 3aKOHOYCTaHOBEHWS CPOK OT MO/lyyaBaHe Ha NPOTOKONa
yYaCTHMUMTE, MO OTHOLLUEHWE HA KOMUTO € KOHCTaTMpaHO HeCbOTBETCTBME WM fiAMca Ha
NHopMaLusa, MpeAcTaBUXa W3UCKyemMuTe [OKYMEHTW, KOWUTO KOMuUcCUATa pasrnefa Ha
nocneagalo 3acegaHue Ha 19.07.2017r.

1/ C nucmo Bx. Ne 1303-1/17.07.2017 r. y4yacTHUKbT ,,Pemean Tpengunur” OO
npeactasn HoB EEAOIM, B Koito B Yact II: “UMHdopmanms 3a MKOHOMUYECKMS orepatop”,
Tabnmua b “UNHdopmaumsa 3a npeactaBuUTeNITe Ha WMKOHOMUYECKWS OrMepaTop” ca BrivcaHu
BCUYKW NnLa, NPeAcTaBNABalLy YHaCTHUKa MO 3aKOH, B CbOTBETCTBME C un. 40 an. 1u an. 2, ot
MMN30r /geamara ynpasutenu/. Hosuat EEAOI e noanucaH v OT ABamaTa ynpasuTen Ha
[PY>KecTBOTO.

lMpoBepkaTa 3a CHLOTBETCTBME HA [OKYMEHTWUTE, BK/IKOUUTENHO W LOMBJHUTENHO
npeAcTaBeHus, 3a CbOTBETCTBUE C M3UCKBAHWUATA KbM JIMYHOTO CLCTOSHWE W KPUTEPUUTE 3a
nofobop, noctaBeHW OT Bb3noxuTens, ycrtaHoBW, 4e 3asaBneHueto/odeptata/ Ha ,,Pemegu
TpengnHr” OO[, cbOTBETCTBA C KpWUTEpMMTE 3a MOAOOP, MOCTaBEHM OT Bb3NOXKUTENS.
MoTurBMpaHa 0T ToBa 0BCTOSATENCTBO, KOMUCUATA eauHoayLwHO PELLIN:

ponycka ,,Pemean TpeinguHr” OO/, fo crefBawma etan Ha npouedypara.

2/ C nucmo Bx. Ne 1303-2/18.07.2017 r. yuyacTHuUkKbT ,,Pow Bbnrapusa” EOO[
npegctasu HoB EE[AOIM, B KOWTO pdaHHWTe, wu3anckyemm B Yact Il: “MHdopmayms 3a
MKOHOMWYecKns onepatop”, Tabnnua b “UHdopmaums 3a npeLcTaBuUTeNIMTe Ha MKOHOMUYECKMS
orepaTop” ca NOCOYEHU 3a BCUYKM NnLa, NPeAcTaBsBally y4aCTHMKA, B CbOTBETCTBME C un. 40
an. 1 un an 2 ot MNM30M. Hoeuar EEAOI e nmognucaH M OT Tpumara ynpasuTenn Ha
LPY>KECTBOTO.

lNpoBepkaTa 3a CBLOTBETCTBME Ha [OKYMEHTUTE, BK/KOUUTENHO W AOMNBL/AHUTENTHO
NpeLcTaBeHns, 3a CbOTBETCTBME C U3UCKBaHMATA KbM JIMYHOTO CLCTOSHME W KPUTEPUUTE 3a
noabop, nocTaBeHW OT Bwb3noxutens, ycTaHoBW, ue 3asBneHueTo/oeptata/ Ha ,,Pow
Bbnrapna” EOO[, cbOTBETCTBA C KpPUTEpPUMTE 3a MOAOOP, MOCTaBEHW OT Bb3NOXUTENS.
MoTurBMpaHa OT TOBa 06CTOATENCTBO, KOMUCUATA eanHoAyLwHO PELLI:

gonycka ,,Pow bvarapmna” EOO/, ao cneapalims etan Ha npoueaypara.

3acejaHMeTO Ha KOMUCKSTA MPOAB/KM C Pa3riexaaHe Ha TEXHUYECKUTE MPEeASIOKEHUs Ha
YUYaCTHULMTE U ChAbPXKALLUTE CE B TAX [AOKYMEHTM, CBbP3aHU C U3Mb/IHEHWETO HA MOpbUKaTa.
TexXHUYECKOTO MNpe/IoKeHNe CeBa f1a Chabpxa:

1. [loKymMeHT 3a Yymb/IHOMOLLABaHe, KOraTto fIMLETo, KOeTO nofaBa oeprara, He € 3aKOHHUAT
NnpeAcTaBUTEN Ha YYaCTHUNKA,

2. MNpepnoxeHvie 3a M3MbJIHEHWE HA NOPbYKATa B CbOTBETCTBME C TEXHUYECKaTa cneuupukaLms,
n3roteeHo Mo MNpuno>keHne Ne 4, BKIOYBALLO W CPOK 3a [JOCTaBKa.

3. [leknapauuns 3a cbrnacue ¢ Knaysute Ha gorosopa - lNpuno>keHne Ne 5;

4. [eknapaums 3a cpoka Ha BaMAHOCTTa Ha othepTara - Mpuno>keHue Ne 6;

5. [leknapauus, Ye KONMYecTeara 3a IeKapCTBeHNUA MPOAYKT Ca Ha/IMYHK, B ClyYauTe no un. 55
an. 6 ot 3/IMXM - cB0OGOAEH TEKCT;



6. [deknapauus 3a ocurypsBaHe Ha HeOOXOLMMWUTE KO/IMYECTBA Ha OdepmpaHnTe MPOAYKTU 3a
LLeNIMA CPOK Ha [oroBopa - CBOOOLEH TEKCT;

7. [leknapauus, 4ye eAMHN4YHaTa LieHa 3a onakoBka ¢ [11C He npesuLlaBa yTBbpAeHaTa
pethepeHTHa CTOMHOCT B KonloHa M Ha MpunoxeHue Ne 2 Ha Mo3UTUBHUSA NEKAPCTBEH CMUCHK,
aKTyasleH KbM CPOKa 3a MoJflyyaBaHe Ha ogepTuTe.

8. 3aBepeHn OT yyacTHMKa Konus Ha PaspelleHne 3a ynotpeba n KpaTka xapakTepucTuka Ha
npoaykta- CAMO 3a 6MOMOrMYHNTE NEKAPCTBEHM NPOAYKTN OT 060c06eHa no3uums Nol.

9. 3aBepeHN OT yyaCTHMKA KOnua Ha PaspelleHvie 3a ynoTpeba v KpaTka XapakTepucTuka Ha
npogykta - CAMO 3a nekapcteeHns npofykt ,,IMATINIB 100 mg” /o6ocobeHa nosuumsa Nel,
HOMeHKaTypHU eguHnum Ne Ne 55-°60/.

OdrepmpaHuTe NekapcTBeHUTE NPOAYKTY CnefBa Aa NpuUTeXasaT Ba/IMAHO paspeLLeHmne 3a
ynotpe6ba B cTpaHaTa, u3gafeHo no pega Ha 3/TMXM unu Ha PernameHT (EO) No726/2004 r. n
fa 6baaT BkMtoveHn B MNpunoxxeHne Ne 2 Ha MO3UTUBHUA NEKAPCTBEH CMUCHK, aKTyasleH KbM
KpainHW1a CPoK 3a nojaBaHe Ha ohepTuTe.

Korato yuyacTHUK nofaBa obepTa 1 3a ABeTe 060CO6eHM NO3ULMK, 3a BCAKA OT NO3ULUNTE
Ce npeAcTaBAT MOOTAENHO KOMMEKTYBaHW AOKyMeHTM no un. 39, an. 3, 1. 1 ot MM30rl.
TexHUYecKMTe NPeanoXeHNs Ha y4acTHMLMTE ca KaKTo Crefsa:

1 ,,Pemean Tpengnur” OOL:
OdpepTaTa Ha yyacTHMKa € 3a 060co6eHa No3numst Ne 1, HOMeHKNaTypHu eauHnum Ne Ne 2, 65,
66, 67, 70, 71, 72, 73, 74, 75, 79, 80, 81 1 82 n cbAbpXKa 4HO TEXHMYECKO MPea/IoKeHNe.

TexXHNYeCKOTO npeanoxeHne 3a 06ocobeHa no3vums Ne 1 cbabpXKa BCUYKM U3UCKYEMM
[IOKYMEHTM W e B CbLOTBETCTBME C [OKyMeHTauusaTa. [1pedsioKeHMeTo 3a W3Nb/IHEHME Ha
nopbykara e n3roteeHo no MpunoxxeHve Ne 4. CpokbT Ha foCTaBKa e 24 yaca. [peaioXkeHMeTo
3a M3Nb/IHEHWE Ha MopbykaTa OTroBaps Ha M3WUCKBaHWATa Ha Bw3noxkwutens. OdepupaHute
NeKapCTBEHUTe MNPOAYKTU ca BKAOYEHW B [lpunoxkeHne Ne 2 Ha [103UTUBHUA NleKapCTBEH
CMUCBHK, aKTyasleH KbM KpaiHWA CPOK 3a NnogaBaHe Ha odepTuTe. MoTMBMpaHa OT FOPHOTO
06CTOSATENCTBO, KOMUCUATA eAnMHoayLwHO PELLIN:

ponycka ,,Pemean TpenamHr” OO/, Ao 0TBapsHE Ha LIEHOBUTE NPeANOXeHMs.

2. ,,Tvproscka Jlura - HALL” AL:
OdepTarta Ha yyacTHUKA € 3a 060cob6eHa No3numsa Ne 1, HOMeHKNaTypHU eauHMum Ne Ne 40 u
94 N cbAbpXKa e4HO TEXHUYECKO NpeaioXeHue.

TexHNYeCKOTO npefoxeHne 3a 060cobeHa no3vums Ne 1 cbabpXKa BCUYKM  U3UCKYEMU
JOKYMEHTM U € B CbOTBETCTBME C AOKyMeHTaumaTa. [peanoXkeHMeTo 3a W3Nb/HEHME Ha
nopbykara e n3roteeHo no MpunoxxeHve Ne 4. CpokbT Ha AocTaBka e 22 yaca. [peaoXeHMeTo
3a M3Nb/IHEHWE Ha NopbykaTa OTroBaps Ha M3UCKBaHWUATA Ha Bb3noxutens. OdepupaHute
NIEKapCTBeHUTE MPOAYKTU ca BKA4YeHU B [lpunoxeHne Ne 2 Ha [MO3UTMBHUA /1eKapCTBeH
CMUCBHK, aKTyasleH KbM KpalHWs CPOK 3a NogasaHe Ha ogepTuTe. MoTuBMpaHa OT FOPHOTO
06CTOATENCTBO, KOMUCKATA eAnHoayLwHO PELLIN:

gonycka ,,Tbproecka Jlura - HALL” ALl o oTBapsHe Ha LieHOBUTE NPeLI0XKeHs.
3. ,,EVi eHg An dapma Bbnrapua™ EAST:

OdpepTaTa Ha yyacTHUKa e 3a 060co6eHa no3numsa Ne 1, HOMEHKNATYpHU eamHUuUm No Ne 49 u
69 1 CbAbpKa eHO TEXHMYECKO Mpes/ioKeHMe.



TexXHMYECKOTO npef/iokeHne 3a o06ocobeHa nosvumss Ne 1 cbabpKa BCUYKU  U3UCKYEMM
[IOKYMEHTM W e B CbLOTBETCTBME € AOKyMeHTauuata. [1peaioXkeHMeTo 3a M3MNb/HEHME Ha
nopbykara e nsroteseHo no MpunoxeHune Ne 4. CpokbT Ha AocTaBka e 24 4vaca. [peanoxeHneTo
3a M3MbJIHEHME Ha NopbykaTa OTroBaps Ha W3MCKBaHUATA Ha Bb3noxutens. OdepupaHute
NNeKapCTBeHUTE MNPOAYKTU ca BKAOYeHU B [MpunoxeHne Ne 2 Ha [0O3UTUBHUA NEKapCTBEH
CNUCHK, aKTyasleH KbM KpailHWA CPOK 3a nojaBaHe Ha ogepTute. MoTMBMpaHa OT FOPHOTO
06CTOATENCTBO, KOMUCKATA eAnHOAYLWIHO PELLIAL

ponycka ,,En eng An ®apma Bvnrapmsa” EAL o 0TBapsiHe Ha LEHOBUTE NPeasIoXKeHNs.

4. ,,®apkon” AL
OdepTata Ha yyacTHMKaA e 3a 060cobeHa no3mums Ne 1, HOMeHKnaTypHU eauHuum Ne Ne 8, 23,
32, 33, 38, 84, 85 1 103 1 cbabpKa eHO TEXHNYECKO Npes/IoKeHME.

TexXHMYECKOTO npefoxeHVe 3a o06ocobeHa nosvumss No 1 cbAbpKa BCUYKU  U3UCKYEMU
[IOKYMEHTW U € B CbOTBETCTBME € [AOoKyMeHTauuAta. [1pegnoXxeHNeTo 3a M3Mb/IHEHME Ha
nopbykaTa Nno OTHOLLEHME Ha OhepupaHMTe NeKapcTBEHUTE NPOAYKTU e U3roTBEHO No obpaselia
Ha lNpunoxkeHne Ne 4, HO B Hero He e MOCOYEH CPOK Ha AocTaBka. KomucudATta cumta, uye
TexXHNYecKoTO NpeaoXeHre Ha y4aCcTHKA He OTroBaps Ha npefBapuTesIHO 06sSBEHNUTE YC0BUA
Ha nopbykaTa 1 u3nckBaHuATa Ha Bb3noxutens, n eguHogyLiHo PELLIN:

He gonycka ®apkon” AL Ao O0TBapsiHE Ha LieHOBUTE MpPeasioKeHS.

Ha ocHoBaHuve un. 107, T. 2, 6.”a” oT 30U/ KomucusATa npegnara Ha Bvanoxutens ,,dapkon”
A/l na 6bfe OTCTpaHeH OT y4yacTue B npoLieaypara.

MoTtuBu:
TexHMUYeCKOTO NPeANoXeHMe Ha yyacTHUKa He OTIOBaps Ha MpPeABapuUTeNHO 065IBeHUTE YCNOBUS
Ha nopbykaTa 1 U3NCKBaHMATa Ha Bb3noxutens.

5. ,,Codapmva TpeaHr” AL

OdpepTaTa Ha yyacTHUKa e 3a 060co6eHa no3muma Ne 1, HoMeHKNaTypHU eauHMLmM Ne Ne 1, 2, 6,
7, 10, 23, 30, 32, 48, 55, 56, 57, 58, 59, 60, 61, 62, 63, 64, 65, 66, 67, 68, 70, 71, 72, 73, 74, 75,
79, 80, 82, 83, 86, 90, 91, 92, 97, 98, 101, 102, 103, 105, 106, 108, 110 n 111 n obocobeHa
nosvuma Ne 2, HOMeHKNaTypHW efuHuum Ne Ne 2, 3, 5 1 8 u cbabpXa [Be TexXHUYecKu
NPeLnoxKeHNs.

TexHMYeCKOTO npensiokeHVe 3a o06ocobeHa no3vumss Ne 1 CbAbpKa BCUYKU  U3UCKYEMM
[OKYMEHTM M e B CbOTBETCTBME € [OKyMeHTauusaTa. [pefnoXeHVeTo 3a M3Mb/HEHWE Ha
nopbykara e u3rotseHo no lNpunoxeHune Ne 4. CpoKbT Ha JoCTaBKa e 24 4vaca. [1pea/ioKeHneTo
3a M3Mb/IHEHWE HA NOopbykaTa OTroBaps Ha W3MCKBaHUATa Ha Bb3noxutens. OdepupaHute
NeKapcTBeHWUTEe MPOAYKTM ca BKYeHU B [lpunoxkeHne Ne 2 Ha [MO3MTUBHUA JleKapCTBEH
CMUCBbK, aKTyasleH KbM KpailHMs CPOK 3a MojaBaHe Ha OgepTuTe, C W3K/KYEeHWe Ha
NeKapcTBeHUsA NPOAYKT OT HOMeHKaTypHa egnHuua Ne 103 Calcium folinate 100 mg". 3a Tasu
HOMEHK/IaTypHa efMHULA YYaCTHUKBLT odiepmpa nekapcTBeH MnpogykT "Kanuves gonuHat 10
mr/mn on x 107, KaTo 3a npuTexkaten Ha paspeLleHneTo 3a ynotpeba /MPY/ e nocoveH Ebewe
Pharma GmbH. N.

B MpunoxeHune Ne 2 Ha MNo3UTUBHMA NIEKAPCTBEH CMUCHK, aKTyasleH KbM CpOKa 3a NnojaBaHe Ha
O(hepTUTE Ha TO3M MPUTEXATEN Ha paspeLLeHVeTo 3a yrnoTpeba uma perucTpupaHu camo [se
pa3dacoBkn Ha ,,Calcium folinate "Ebewe "- ot 10 mg/ ml -5 ml n 10 mg/ ml - 3 ml.



Komucmsta cunta, Ye MNpefnoxeHNETO 3a U3MbJIHEHME Ha NOpbYkKaTa 3a 060co6eHa no3uums Ne
1 Ha yyaCTHMKA B YacTTa My 3a HOMeHKnaTypHa eguHuua Ne 103 "Calcium folinate 100 mg" e
Henoaxodawo, He OTroBaps Ha npeABapuTeNHO 00siIBEHWUTE YCNOBMS Ha MNopbykata W
N3NCKBaHUATA Ha Bb3noxutens, n eguHogyiHo PELLIA:

He pgonycka ,,Cothapma TpehgumHr” AJZl A0 OTBapsiHe Ha LEHOBOTO MPeA/IoKEeHMe 3a
HoMeHKnatypHa eanHunua Ne 103 "Calcium folinate 100 mg

Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30I'1 KomucuaTa npegnara Ha Bwanoxutens ,,Cotapma
TpengnHr” ALl fa 6bae OTCTpPaHEH OT yyacTue B Npoueayparta 3a HOMEHKNaTypHa eauHumua Ne
103 Calcium folinate 100 mg" ot o6ocobeHa no3uumsa Ne 1

MoTunBu:

MpeanoXeHETO 3a M3Mb/IHEHWE HA MopbyKaTa 3a 060cobeHa nosuvuma Ne 1 Ha y4yacTHMKa B
yacTTa My 3a HoMmeHKnatypHa eguHuua Ne 103 “Calcium folinate 100 mg" e HenogxogsLlo, He
OTroBaps Ha npefBapuTenHo 06sBeHUTe YCMOBMS Ha MopbykaTta WM U3NCKBaHMATA Ha
Bb3noxurens.

B MpeanoXeHeTo 3a M3Mb/IHEHNE Ha NOpPbYKaTa Ha yyacTHUKa ,,Coapma TpehauHr™ AL 3a
o6ocobeHa no3vuma Ne 1, HOMeHKnaTypHu eamHuum NeNe 55, 56, 58 m 59 kKomucusaTa
KOHCTaTMpa HeCbOTBETCTBME C MNpeABapuUTeNHO 00sBEHUTE YC/OBUA Ha Mopbykata U
M3NCKBaHMSITa Ha Bb3noxkutens, B yactta My 3a CbOTBETCTBME CbC Cnucbka/Paitna KbM
HOMEHKNaTypuTe Ha  OO/HUYHUTE  COPTYEpW, CbAbPXKAL, JIEKapPCTBEHW  MPOAYKTY,
npefHa3HayYeHN 3a fledyeHne Ha OHKOMOMMYHKM 3a60/15Ba/IMs MO aMOynaTopHU npoueaypy 6, 7 v
KI, akTyasieH KbM jartaTta Ha nojasaHe Ha oeptata. OdepupaHuUTe NeKapCTBEHUTE MPOAYKTU
ca ¢ LH komoBe no H3OK, pa3nuuHu OT npeaBapuTeniHO 06sIBEHUTE OT Bb3noxuTens
HOMEHKNATYpHU eauvHUuM. MoTuBMpaHa OT ToBa OOCTOATENICTBO, KOMUCKATA €AMHOAYLUHO
PELLIN:

He ponycka ,Codtapma TpehguHr” AL, A0 OTBapsiHE Ha LEHOBUTE NPEeASIOKEHNs 3a
HOMeHKNaTypHu eamHnum NeNe 55, 56, 58 1 59 oT 060cobeHa nosuums Ne 1

Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30l KomucusaTa npeanara Ha Bwvanoxurtens ,,Cothapma
TpengnHr” A/l ga 6bae OTCTPaHEH OT y4yacTue B npouefypaTa 3a HOMEHKNaTypHU eavHULN
NeNe 55,56,581590T 060cobeHa no3nums Ne 1

MoTunsu:

MpeanoXeHETO 3a MU3Mb/IHEHME Ha MopbyKaTa 3a 060cobeHa nmosmuma Ne 1 Ha y4yacTHMKa B
YyacTTa My 3a HOMeHKNaTtypHu eauHuum NeNe 55, 56, 58 n 59 e HenoaxoAALLo, He OTroeaps Ha
npeaBapuTenHo 065BEHUTE YCIOBUA Ha NOpbYKaTa U U3NCKBaHUATa Ha Bb3noxurens.

3a BCWMYKM OCTaHa/IM HOMEHK/MIATYpPHU eAuHWUUM OT o06ocobeHa nosvums Ne 1 komucusTa
eanHogywHo PELLIN:

ponycka ,,Cocapma TpeidgnHr” ALl 10 0TBapsiHE Ha LEHOBUTE MPEIOXKEHNS.

TexXHUYeCKOTO MpPeasioKeHne Ha ydyacTHuKa ,,Codapma TpeguHr” ALl 3a 060cobeHa
no3uuma Ne 2 cbabpyKa BCUUYKM U3UCKYEMU NOKYMEHTU U € B CbOTBETCTBMUE C AOKYMeHTaLUuATa.
MpefnoXkeHNeTo 3a M3Nb/IHEHME Ha MopbYyKaTa e U3roteeHo no lMpunoxeHne Ne 4. CpoKbT Ha
[locTaBka e 24 yaca. [NpeanoxeHEeTo 3a U3Nb/IHEHWE Ha MopbYKaTa 0TroBapsa Ha U3NCKBaHMATA
Ha Bb3noxutens. OdeprpaHnTe NeKapCTBEHUTE NPOAYKTY ca BKOYeHW B [MpunoxeHune Ne 2 Ha
MO3NTMBHUA NEKApPCTBEH CMMUCHK, aKTyaseH KbM KpalHWA CPOK 3a MnofjaBaHe Ha ogepTtute.
MoTuBMpaHa 0T rOPHOTO 0BCTOSATENCTBO, KOMUCUATA eAuHOAYLWHO PELLIN:



ponycka ,,Cothapma TpenamHr” Al o OTBapsHe Ha LeHOBUTE MpeasioXKeHns oT o6ocobeHa
nosnumsa Ne 2.

6. ,,Megekc” OO/

OdpepTaTa Ha y4yacTHUKa e 3a 060cobeHa no3numsi No 1, HomeHKNaTypHu eauHuum Ne Ne 5, 6, 7,
8,9, 11, 12, 13, 14, 17, 18, 19, 23, 25, 27, 28, 30, 31, 32, 33, 34, 35, 37, 38, 40, 57, 58, 59, 60,
65, 66, 67, 68, 73, 79, 80, 81, 85, 86, 88, 89, 91, 93, 98, 97, 100, 103, 106 n 107 n obocobeHa
nosvuna Ne 2, HoMeHKnaTypHu egmHuumM Ne Ne 1256 n 7 M cbAbpXa [ABe TeXHUYECKK
NpesnoxXeHus.

TexHMYECKOTO npef/iokeHe 3a 060cobeHa nosvums No 1 cbabpXKa BCUYUKM W3UCKYEMU
[OKYMEHTM M e B CbOTBETCTBME C [OKyMeHTauuata. [IpefnoXeHMeTo 3a W3Mb/HEeHWE Ha
nopbykara e nsroteseHo no MpunoxeHne Ne 4. CpokbT Ha AocTaBka e 24 vaca. [peanoxeHneTo
3a M3Nb/IHEHVE Ha MnopbykaTa OTroBaps Ha M3UCKBaHWATA Ha Bb3noxwutend. OdepupaHuTe
NeKapcTBeHUTe MPOAYKTM ca BKIOYeHU B [punoxkeHwe Ne 2 Ha [0O3UTUBHUA NeKapcTBeH
CMUCBLK, aKTyasleH KbM KpaHMA CpOK 3a MojaBaHe Ha OgepTuTe, C WU3K/IKYEHUe Ha
NNEKApCTBEHNS MPOAYKT OT HOMEHKNatypHa eauvHuua Ne 11 "CYTARABINE 50 mg/ml
20ml", ¢ PethepeHTHa cTorHocT 3a 1)1)1) 0,03764, nocoyeHa B KO/MoHa 7 Ha TexHuyecka
cneumgukauma /pasgen X1 ot gokymeHTaumsaTa/. 3a Tasn HOMEHKNATypHa eauHULA YYaCTHUKBLT
otbepupa nekapcteeH npogykt “Cytarabine Accord 100 mg/ ml - 10 TI, ¢ PedepeHTHa
ctovHocT 3a DDD 0,03192.

KakTto e BuaHO oT [lpunoxkeHne Ne 2 Ha [M0O3UTUBHUA NEKApCTBEH CMUCHK, aKTyasleH KbM
KpaiH1A CpoK 3a nogaeaHe Ha oeptuTe, ¢ ATC LO1BCO1 B ABa 0TAeNHO 060C06eHM pasdena
MMa perucTpupaHn fga NekapCTBeHW MPOAYyKTa, C [Be pasniMyHu PedepeHTHWU CTOMHOCTU 3a
DDD, Ha ABama pas/iMyHM NpuTeXxxaTenn Ha paspelLeHneTo 3a ynotpeba - Accord Healthcare
Limited. O6eguHeHo KpancTso n Ehewe Pharma GmbH. N.fg. KG.. AscTpus.

KomucusTa cumta, ye MNpeioXkeHNETO 3a M3MbIHEHUE Ha NOopbUkaTta 3a 060c06eHa No3numus Ne
1 Ha yyacTHMKa B YacTTa My 3a HomeHKnaTypHa egnHmua Ne 11 "CYTARABINE 50 mg/ml 20ml ™
e HenoAxofswo, He OTroBaps Ha npeaBapuTeNHO 06fBEHWTe YCNOBMS Ha Mopbykata
U3nCKBaHUATa Ha Bbanoxutens, u eguHogywHo PELLN:

He gonycka ,,Mepekc” OO/, no oTBapsHe Ha LIEHOBOTO MpeA/ioXKeHWe 3a HOMEHKNaTypHa
eavHuua Ne 11 "CYTARABINE 50 mg/ml 20ml ™.

Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30l KomucusTa npegnara Ha Bvanoxutens ,,Megekc”
OO/[, pa 6boe OTCTpaHeH OT yyacTve B npouedypata 3a HOMeHKnatypHa eguvHuua Ne 11
"CYTARABINE 50 mg/ml 20mI " oT 060co6eHa no3uums Ne 1.

MoTunBu:

MpeanoXeHNETO 3a U3MNbJHEHWE HA MopbykaTa 3a 060cobeHa nos3vums Ne 1 Ha yyacTHMKa B
yacTTa My 3a HomeHknaTypHa egnHmua Ne 11 "CYTARABINE 50 mg/ml 20ml™ e HenoaxogALLo,
He OTroBaps Ha npeABapuUTeNHO 00siBEHWTe YC/OBMS Ha MNOpbYKata M W3UCKBaHMUATA Ha
Bb3noxuTens.

B [lpefnoxeHneto 3a W3Nb/IHEHWe Ha nopbykata Ha YydyacTHMKa ,,Mepekc” OO[ 3a
o6ocobeHa no3nums Ne 1, HOMeHKNnaTypHu eauHuum NeNe 57 mM 59 KomucusiTa KOHcTatupa
HeCbOTBETCTBME C MpPeABapuUTeSIHO O06SBEHUTE YCNOBMS HA MOpbYKata M M3MUCKBAHWUATA Ha
Bb3noxuTens, B yactta My 3a CbOTBETCTBME CbC Cnumcbka/dPaiina KbM HOMEHKNATypuTe Ha
OONHWYHMTE COPTYepM, CbAbpPXKaLl SIEKapCTBEHW NPOAYKTW, MpeAHasHayeHW 3a fievyeHve Ha
OHKONOrMYHM 3abonsBaHMA No ambynatopHu npouegypun 6, 7 n KI, akTyaneH KbM gartata Ha
nogasaHe Ha oeptara. OdepupaHuTe fekapcTBeHUTe NpofykTn ca ¢ LH kogose no H3OK,



pas/iMiHM OT NpefBapuUTeNHO 068BeHUTE OT Bb3NoXWTeNs 3a CbOTBETHUTE HOMEHKNATYPHU
eaMHUUM. MoTrBMpaHa OT ToBa 06CTOSTENCTBO, KOMUCUKSTa eanHoayLiHo PELLIN:

He gonycka ,,Mepexkc” OO/l fo oTBapsAHe Ha LIEHOBUTE MpPeAsioKeHUss 3a HOMEHKNATYpHWU
eaMHuum NeNe 57 1 59 ot 06ocob6eHa no3muma Ne 1.

Ha ocHoBaHwue un. 107, T. 2, 6.”a” ot 30l KomucuaTa npefdnara Ha Bbv3noxutens ,,Meaekc”
OO/ na 6bae OTCTpaHeH OT y4yacTue B npoleayparta 3a HOMeHKIaTypHu eamHuum NeNe 57 n 59
0T 060cob6eHa nosuymsa Ne 1

MoTunBu:

Mpea/ioKeHETO 3a MU3MbJIHEHME HAa MopbykaTa 3a 060cobeHa nosvums Ne 1 Ha y4yacTHMKA B
yacTTa My 3a HOMeHKNatypHu egmHuumM NeNe 57 m 59 e HenoAxofAwlo, He OTroBaps Ha
npeLBapuTenHO 065BEHUTE YCMOBUSA Ha MOpbYkaTa U U3MCKBAHUATA Ha Bb3noxuTens.

3a BCMYKM OCTaHaIM HOMEHKMATYPHU efuHMuM OT 060cobeHa nosvums Ne 1 KomucusTa
eanHogywHo PELLIN:

gonycka ,,Mepgekc” OO/, fo oTBapsAHe Ha LIeHOBUTE MPeA/IoKeHNS.

TexXHNYECKOTO MpensiokeHe Ha yyacTHMKa ,,Megekc” OO/ 3a o6ocobeHa nosmums Ne 2
CbbpXKa BCUYKM MU3UCKYEMU [OKYMEHTW W € B CbOTBETCTBME C [OKyMeHTauuaTa.
MpefnoXeHMETO 3a U3MbHEHWE Ha NopbyKaTa € M3roteeHo no MpunoxeHve Ne 4. CpokbT Ha
[locTaBka e 24 4aca. [NpeanoxeHeTo 3a U3NbIHEHME Ha NopbyKaTa 0TroBapsa Ha U3NCKBaHUATA
Ha Bw3noxutens. OdepupaHunte nekapcTBeHUTe NPOLYKTM ca BKIHOYeHN B [punoxxeHne Ne 2 Ha
MO3NTMBHUA NEKAPCTBEH CMMUCHK, aKTyasleH KbM KpalHWSA CPOK 3a MnofjaBaHe Ha oqeptute.
MoTurBMpaHa 0T rOpHOTO 06CTOATENCTBO, KOMUCUSTAa eanHoayLLHO PELLIN:

ponycka ,,Megekc” OO/ ao oTBapsiHe Ha LIEHOBUTE NPEASIOKEHNA 0T 060co6eHa no3nums Ne
2.

7. ,,PCP” EOOL:
OdhepTaTa Ha y4yacTHMKa e 3a 060co6eHa no3mumsa Ne 1 HOMeHKnaTypHu eamHuum Ne Ne 8, 23,
32, 33, 38, 84, 85, 103 1 cbabpKa eaHO TEXHNYECKO NpeaoXKeHMe.

TexXHNYeCKOTO npeanoxeHne 3a ob6ocobeHa nosmumss No 1 cbabpKa BCUYKM U3UCKYEMMU
LOKYMEHTU W e B CbOTBETCTBME C AOKYyMeHTauuata. [lpefnoXeHWeTo 3a M3Mb/HEHWE Ha
nopbykara e n3roteeHo no MpunoxxeHre Ne 4. CpokbT Ha foCTaBKa e 24 yaca. NpefnoXxeHneTo
3a M3Mb/IHEHWE Ha nopbykara OTroBaps Ha U3NCKBaHWATA Ha Bb3noxutens. OdepupaHute
NeKapcTBeHUTe MPOAYKTU ca BKAYeHW B [lpunoxkeHne No 2 Ha [103UTUBHUA NIEKapPCTBEH
CMUCHK, aKTya/leH KbM KpaiHWsi CpPoK 3a nofjaBaHe Ha ogeptute. MoTMBMpaHa OT FOPHOTO
06CTOSATENCTBO, KOMUCUATA eAnHOAYLWHO PELLIA:

gonycka ,,PCP” EOO/ oo oTBapsiHe Ha LeHOBUTE NMpeaoXKeHWs.

8. ,,Ekothapm” EOO/;:
OdepTara Ha yyacTHMKa e 3a 060cobeHa no3numsa Ne 1 HoMeHKnatypHu eavHuum Ne Ne 3, 4.

TexHWYeCKOTO npeanoxeHne 3a ob6ocobeHa nosmums No 1 CbAbpXKa BCUYKM U3UCKYEMU
[IOKYMEHTU W e B CbOTBETCTBME C [OKyMeHTauumATta. [1peanoKeHMeTo 3a WU3Mb/HEeHWEe Ha
nopbykara e n3roteeHo no MpunoxxeHune Ne 4. CpokbT Ha AocTaBka e 24 yaca. [peaoxxeHneTo
3a M3Mb/IHEHWE Ha nopbykata OTroBapd Ha M3UCKBaHMATA Ha Bb3noxutens. OdepupaHuTe
NeKapCTBeHUTEe MPOAYKTU ca BK/MO4YeHM B [NpunoxkeHne Ne 2 Ha [M03UTUMBHWA NeKapCTBEH



CMUCBK, aKTyasleH KbM KpaiHus CPOK 3a fojasaHe Ha ogepTute. MoTMBMpaHa OT TOPHOTO
06CTOATENCTBO, KOMUCUATA eAMHOAYLLHO PELLINL:

ponycka ,,Ekotpapm” EOO/, [0 0TBapsiHe Ha LleHOBUTE NPeA/IOKEHUS.
9. ,,Pow Bvnarapua” EOO/A:

OdhepTaTa Ha yyacTHUKa e 3a 060co6eHa no3mumsa Ne 1, HOMeHKNaTypHU eamHUUM Ne Ne 41, 42,
43, 44, 46, 47, 50, 51, 52, 64, 78, 87, 94, 96 n o60ocobeHa MoO3MUMA No 2 HOMEHKIATYPHW
eanHmLmM Ne Ne 2 1 4 1 cbabpXKa ABe TEXHUYECKU NPenoXeHUs.

TexXHMYECKOTO MpeA/IoXKeHNe Ha yvacTHMKa ,,Powl Bbnrapma” EOO/ 3a 060ocobeHa No3vums
Ne 1 cbAbplKa BCUYKU W3UCKYEeMW [OOKYMEHTU U e B CbOTBETCTBME C AOKYMEHTauuATa.
[MpeanoXKeHMETO 3a U3MbJIHEHME Ha MopbykKaTta e U3rotseHo no lMpunoxeHune Ne 4. CpoKbT Ha
flocTtaBka e 24 yaca. [NpefnoXkeHNeTo 3a U3Mb/IHEHWE Ha NopbyKaTa 0TroBaps Ha U3MCKBaHUATa
Ha Bb3noxutend. OdepupaHnTe NeKapcTBEHNTE NPOAYKTU ca BKAHOYeHW B MpunoxkeHne Ne 2 Ha
Mo3NTMBHNA NEKapCTBEH CMUCHK, akTyaseH KbM KpaliHWA CPOK 3a nofaBaHe Ha odepTuTe.
MoTurBMpaHa 0T FOPHOTO 06CTOATENICTBO, KOMUCUATA eAnHOAYLWHO PELLIA:

ponycka ,,Pow Bvnrapua” EOO/ fo oTBapsHe Ha LEHOBUTE MpefioXeHus oT 060cobeHa
nosmumsa Ne 1

TexHMYECKOTO Npe/IoXKeHNe Ha yvacTHUKa ,,Powl Bbnrapms” EOO/ 3a o6ocobeHa No3nums
Ne 2 cbAbp)Ka BCUYKA WM3UCKYeMW [OOKYMEHTW M e B CbOTBETCTBME C AOKYMEHTauuATa.
MpennoXkeHMETO 3a U3Mb/IHEHWe Ha nopbykarta e u3roTeeHo no lMpunoxeHve Ne 4. CpoKbT Ha
flocTaBka e 24 yaca. [MpeanoXKeHNETo 3a U3MbLHEHVE Ha NopbyKaTa 0TroBapsa Ha U3MCKBaHUATa
Ha Bwv3noxwutens. OdepurpaHnTe fIeKapcTBEHUTE NPOAYKTU ca BK/KOYeHU B [punoxkeHne Ne 2 Ha
MO3NTMBHNA NEKapCTBEH CMUCHK, akTyasleH KbM KpaiHWs CPOK 3a nofaBaHe Ha ofepTuTe.
MoTuBMpaHa 0T rOPHOTO O6CTOATENCTBO, KOMUCUATA eanHOAYLLIHO PELLINL:

ponycka ,,Pow Bvarapua” EOO/ fo oTBapsHe Ha LEHOBUTE MpPef/iokeHus oT 0bocobeHa
nosuums Ne 2.

10. ,,Anta ®apmactotmkbnc” EOO/L:

OdpepTaTa Ha yyacTHUMKaA e 3a 060cobeHa no3nums Ne 1, HOMeHKNaTypHu eguHmum Ne Ne 2, 8,
23, 31, 32, 33, 38, 54, 70, 71, 72, 74, 75, 82, 84, 85, 89 u 93 u cbAbpXKa e4HO TEXHMYECKO
npesnoxXeHue.

TexHMYECKOTO npefnoxeHne 3a o06ocobeHa nNo3vumsa Ne 1 cbAbpXKa BCUYKU  U3UCKYEMU
[OKYMEHTM U € B CbOTBETCTBME C [OKyMeHTaumsaTa. [pennoXeHVeTo 3a M3MbJHEHWe Ha
nopbykara e u3rotseHo no MpunoxeHune Ne 4. CpokbT Ha AocTaBka e 24 vaca. [peaokeHneTo
3a M3Nb/IHEHME Ha MnopbykaTa OTroBaps Ha M3UCKBaHMATA Ha Bwb3noxwutens. OdepupaHuTte
NeKapCTBEHUTE MPOAYKTM ca BKIYeHU B [MpunoxeHve Ne 2 Ha TO3UTUBHUA NeKapCTBeH
CMUCBHK, aKTyaleH KbM KpaiHus CPOK 3a MojaBaHe Ha OgepTuTe, C W3K/IKOYEHMe Ha
NeKapCTBeHNA MPOAYKT OT HOMeHKnatypHa eamHmua Ne 33 "Epirubicin 100 mg”. 3a Tasu
HOMEHK/AaTypHa e4nMHMLA YYaCTHMKBLT oepupa nekapcTeeH npoaykTt “Episindan, Powder for
solution for injection, 50 mg™, Kato 3a NpuTexaren Ha paspeLleHVeTo 3a ynoTpeba /MPY/ e
nocoyeH AkTasuc EAL. Bbarapud. KonvyecTBO Ha aKTMBHOTO JIEKAPCTBEHO BELLECTBO B
ohepurpaHnsa OT YyYaCTHUKA NIEKaPCTBEH MPOAYKT € pas/IMyHO OT M3UCKBAHOTO OT Bb3noxutens.
Komucusta cumta, Ye Mpen/iokeHMeTo 3a U3Nb/IHEHWE HA NOpbYKaTa 3a 060c06eHa no3mums No
1 Ha y4acTHMKa B 4acTTa My 3a HOMeHKnatypHa eauHuua Ne 33 'Epirubicin 100 mg™ e
Henoaxodawo, He OTroBaps Ha nNpeaBapuTeNHO O06SBEHUTE YC/OBMS Ha Mopbykata U
n3nckBaHuATa Ha Bb3noxutensa, n eguHogyLiHo PELLIN:



He gonycka ,,Anta ®apmactoTukbac” EOO/ fo oTeBapsHe Ha LEHOBOTO MNPeaioXKeHue 3a
HOMeHKnaTypHa egmHuua Ne 33 "Epirubicin 100 mg

Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30l KomucusATa npegnara Ha Bwv3noxutens ,,Anta
dapmactoTuKbac” EOO/, ga 6bae OTCTpaHeH OT yyacTue B npouedyparta 3a HOMeHKIaTypHa
eamHmua Ne 33 "Epirubicin 100 mg " ot 060co6eHa no3vums Ne 1.

MoTuBu:

Mpen/oKeHWETO 3a M3MbJIHEHME Ha MopbykaTa 3a 060cobeHa no3vums Ne 1 Ha y4yacTHMKA B
yacTTa My 3a HoMeHKfaTypHa eguHuua Ne 33 'Epirubicin 100 mg™ e HenmoAxo4ALL0, He OTroBaps
Ha npefBapuTeIHO 065iBEHMTE YCNOBUA Ha NMOpbYKaTa U U3NCKBaHUATa Ha Bb3noxurens.

3a BCMYKM OCTaHa/IM HOMEHK/IATYpPHU eAuHUUM OT o06ocobeHa no3uvuyms Ne 1 komucusTa
eanHogywHo PELLN:

»ANTa ®apmactoTukbic” EOO/ 0o oTBapsAHe Ha LieHOBUTE NPeA/IOKEHUS.

11. ,,Mapumnekc - 77 EOO/L:

OdpepTaTa Ha yyacTHMKa e 3a 060co6eHa no3mumsa Ne 1 HomeHKnaTypHu eamHuum Ne Ne 9, 30,
68, 76, 77, 88, 95 1 0b6ocobeHa no3uumsa Ne 2 HOMEeHKNaTypHa eamMHuLa Ne 6 1 CbabpXKa [Be
TEXHUYECKM NPesoXeHus.

TexXHNYECKOTO npef/ioxeHne 3a o06o0cobeHa no3vums Ne 1 cbabpXKa BCUUKM  U3UCKYEMM
NOKYMEHTU U e B CbLOTBETCTBME C AOKyMeHTauumata. [pefnoXkeHMeTo 3a W3NbAHEHME Ha
nopbykara e n3roteeHo no MpunoxxeHe Ne 4. CpokbT Ha AoCTaBKa e 24 yaca. [pea1oXXeHMEeTo
3a M3Nb/IHEHWe Ha Mnopbykata OTroBaps Ha U3NCKBaHWATA Ha Bwb3noxutens. OdepupaHute
NeKapCTBeHUTe NPOAYKTU ca BKIOYeHW B [llpunoxkeHne No 2 Ha [10O3UTUBHUA NIEKapPCTBEH
CMUCBK, aKTyalleH KbM KpalHWA CpPOK 3a nogaBaHe Ha ogeptute. MoTuBMpaHa OT FOPHOTO
06CTOSATENCTBO, KOMUCUATA eAnMHoayLwHO PELLIN:

ponycka ,,Mapumnekc - 77 EOO/ ao oTBapsiHe Ha LeHOBMTE MPEA/IOKEeHMsi OT 060co6eHa
nosnumsa Ne 1.

TexHWYeCKOTO npeanoxeHne 3a ob6ocobeHa no3mums No 2 cbAabpKa BCUYKM  U3UCKYEMMU
[OKYMEHTU W e B CbLbOTBETCTBME e AOKyMeHTauusaTa. [1pednodkeHneTo 3a W3Nb/HEHME Ha
nopsykata e n3rotseHo no MpunoxxeHme Ne 4. CpoKbT Ha focTaBKa e 24 vaca. [MpeaoxKeHneTo
3a M3Nb/IHEHWE Ha NopbykaTa OTroBaps Ha W3NCKBaHWATA Ha Bb3noxutens. OdepupaHute
NeKapcTBeHUTe NPOAYKTU ca BKAOYEHW B [lpunoxkeHne Ne 2 Ha [103UTUBHUA NEKapCcTBeH
CMUCBHK, aKTyasleH KbM KpaiHWsA CPOK 3a nojaBaHe Ha odeptute. MoTMBMpaHa OT FOPHOTO
06CTOSATENCTBO, KOMUCKATA eAnMHoAyLWHO PELLIN:

ponycka ,,Mapumnekc - 77 EOO/ Ao oTBapsiHe Ha LEHOBUTE MPEA/IOKEHMsI OT 060co6eHa
nosunumsa Ne 2.

12. ,,®boHUKC Papma” EOO/:

OdhepTaTa Ha yyacTHMKa e 3a 060cobeHa no3nums Ne 1, HomeHKnaTypHu eauHuum Ne Ne 2, 6, 9,
10, 11, 13, 23, 24, 25, 30, 32, 33, 34, 35, 36, 38, 41, 42, 45, 51, 52, 53, 54, 61, 62, 65, 66, 67, 68,
70, 71, 72, 73, 74, 75, 76, 77, 78, 79, 80, 81, 82, 84, 85, 88, 93, 95, 96, 99, 103, 105, 106, 110 un
o6ocobeHa nos3vums Ne 2 HoOMeHKNaTypHu eavHmum Ne Ne 1, 2, 4, 6 M Ccbabpxa Age
TEXHUYECKU MPeL/IoKeHUS.

TexHUYecKoTO MpeanoXeHne 3a o06ocobeHa no3mumsa Ne 1 cbAbpXKa BCUYKU U3UCKYEMU
[OKYMEHTM W € B CbOTBETCTBME C [AOKyMeHTauuata. [1pea/ioXKeHMEeTO 3a W3MNb/HEHME Ha
nopbykara e u3rotseHo o MNpunoxeHune Ne 4. CpokbT Ha gocTaBka e 24 yaca. NpefnoXxxeHneTo



3a M3Nb/IHEHME Ha MOopbykaTa OTroBaps Ha WM3MCKBaHMATA Ha Bwv3noxwutens. OdepupaHuTe
NeKapCTBEHUTE NPOAYKTU ca BKAYeHW B lMpunoxeHne No 2 Ha [MO3UTMBHUA NeKapCTBEH
CMWCHK, aKTyasleH KbM KpailHWA CPOK 3a MnofaBaHe Ha O0gepTute, C W3KIKYEHME Ha
NeKapCTBEHUTE MPOAYKTM OT HOMeHKNatypHu eguvHuum Ne 23 ““Vinorelbine 50 mg™, Ne73
"Temsirolimus 30 mg”, Ne 76 ““Vandetanib 100 mg uNe 77°"Vandetanib 300 mg”’

1/3a HomeHKnatypHa eanHuua Ne 23 “Vinorelbine 50 mg”™ y4acTHUKBLT othepupa NeKapcTBeH
npoaykKt “BuHopenbuH amn. 10 mr/mn 5 mn x 1 AK\ KaTto 3a nputexaren Ha paspeLLeHneTo 3a
ynotpe6a /MPY/ e nocoyeH Actavis Group PTC ehf.

KakTo e BugHo ot lMpunoxeHune Ne 2 Ha N03UTUBHUA NeKapCTBEH CMUCHK, aKTya/leH KbM CpoKa
3a nogasaHe Ha odeptute, ¢ ATC LO1CAO04 Vinorelbine 50 mg ca BnucaHu gpyru
npuTexarenn Ha paspelleHne 3a ynoTtpeba - Ebewe Pharma GmbH. N.fg. KG, AscTpus u
AkTasuc EALl. bvarapus.

2/3a HomeHKnaTypHa eamMHuua Ne73 “Temsirolimus 30 mg” y4yaCTHUKbBT oepumpa feKapcTBeH
npoaykt “Topucen dn. 30 /25mr/mn/ X'\ KaTo 3a NpUTEXaTeN Ha paspeLleHMeTo 3a ynoTpeba
[MPY/ e nocoyeH Wyeyth Lederie S.p-A.UT.

KakTo e BuaHO oT lMpunoxeHne Ne 2 Ha No3UTMBHUA NTEKAPCTBEH CMUCHK, aKTyasleH KbM CpoKa
3a nopasaHe Ha ogeptute, ¢ ATC LO1IXEQ9 Temsirolimus 30 mg e BnucaH Apyr Kato
npuTexaren Ha paspeLleHne 3a ynoTpeoba - Pfizer Limited, O6eanMHeHO KpancTso.

3L3a HomeHKnatypHu eauHuumM Ne 76 ““Vandetanib 100 mg u Ne 77°"Vandetanib 300 mg™
Yy4acTHMKbBT othepmpa NekapcTBeH NpoaykT “Kanpenca Tabn. 100 mr x 30’ n “Kanpenca Taon.
300 mr x 307, KaTo 3a npuTeXaren Ha paspelleHVeTo 3a ynotpeba /MPY/ e nocoyeH Astra
Zeneca AB.

KakTto e BugHo ot MNpunoxxeHne Ne 2 Ha MNO3NTUBHUA NIEKapPCTBEH CMUCHK, aKTyasleH KbM CpOKa
3a nopgasaHe Ha ogeptute, ¢ ATC LO1XE12 Vandetanib e BnucaH apyr Kato npurexaren Ha
paspeLleHne 3a ynoTpeba - Genzyme Europe B.V., HuaepnaHaus.

KomucuaTa cumnta, Ye Mpen/ioXkeHMeTo 3a M3Nb/HEHWE HA NopbYKaTa 3a 060co6eHa no3mums No
1 Ha y4yaCTHMKa B yacTTa My 3a /IeKapCTBEHUTE MPOAYKTU OT HOMEHKNATYPHU eAuHuum Ne 23
“Vinorelbine 50 mg”, Ne73 “Temsirolimus 30 mg”, Ne 76 “Vandetanib 100 mg u Ne
77"Vandetanib 300 mg” e HENOAXOASALLO, He OTrOBapsl Ha NpeaBapuUTeNHO 06SBEHUTE YCI0BUA
Ha nopbykaTa 1 n3nckBaHuATa Ha Bb3noxutens, n egmHogywiHo PELLIA:

He ponycka ®boHMKC Papma” EOO/[, [0 oTBapsAHe Ha LEHOBOTO MpefloXKeHue 3a
HOMeHKnatypHu egmHmium Ne 23 “Vinorelbine 50 mg”, Ne73 “Temsirolimus 30 mg”, No 76
"Vandetanib 100 mg uNe 77°"Vandetanib 300 mg”’.

Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30l komucusaTa npegnara PooHnKe Papma” EOO/
fa Obfe OTCTpaHeH OT yyacTue B npoueayparta 3a HOMeHKNatypHu eguHmum Ne 23 “Vinorelbine
50 mg” Ne73 "Temsirolimus 30 mg™. Ne 76 "Vandetanib 100 mg uNe 77”Vandetanib 300 mg”’
0T 060co6eHa no3nyms Ne 1

MoTuBu:

MpeanoXeHWETO 3a M3Nb/IHEHME Ha nopbykarta 3a 060cobeHa no3muma Ne 1 Ha yyacTHUKA B
yacTTa My 3a HOMeHKnatypHu egmHmium Ne 23 “Vinorelbine 50 mg”. Ne73 “Temsirolimus 30
mg". Ne 76 "Vandetanib 100 mg uNe 77”’Vandetanib 300 mg”’ e HenoAxoAsALlo, He OTroeaps Ha
npeABapuTesIHO 065BEHUTE YC/I0BUA Ha NOpPbYKaTa U N3UCKBAHWUATA Ha Bb3noxuTens.



3a BCMYKM OCTaHaIM HOMEHKMIATYpPHU eauHMuM OT o06ocobeHa no3vums Ne 1 KomucusTa
eanHogywHo PELLIN:

gonycka ®boHMKe Papma” EOO/, Ao 0TBapsHe Ha LleHOBUTE NpPeanoXKeHs.

TexXHUYECKOTO MNPeNoXeHNe Ha yyacTHUKa PboHUKC Papma” EOO/] 3a 060cobeHa no3unums
Ne 2 cbAbpKa BCUYKM WU3UCKYEMU [OKYMEHTM W € B CbOTBETCTBME C [OKYMeHTauuATa.
MpeanoXKeHWEeTo 3a M3Mb/IHEHME Ha Mopbykata e n3rotseHo no MpunoxkeHne Ne 4. CpoKbT Ha
[locTaBka e 24 yaca. NpefnoXeHNETO 3a U3NBIHEHME Ha NOopbyKaTa 0TroBaps Ha U3NCKBaHUATA
Ha Bb3noxutens. OdepupaHnTe NeKapcTBEHUTE NPOAYKTU ca BKIKOYeHU B [NpunoxkeHne Ne 2 Ha
MO3NTMBHNA NEKapPCTBEH CMMUCHK, aKTyaseH KbM KpalHWUs CPOK 3a MnofaBaHe Ha oepTuTe.
MoTurBMpaHa 0T FOPHOTO 06CTOATENCTBO, KOMUCUATA eauHoayLWwHO PELLINL:

ponycka ®boHnke Papma” EOO/, g0 oTBapsHe Ha LEHOBUTE MPeAsIoXKeHUs 0T 060cobeHa
nosunuma Ne 2.

Ha 27.07.2017 r. ot 10:00 4. ce npoBeae 3acefaHMETO Ha KOMWUCUATA, Ha KOeTo 6sxa
OTBOPEHW M/IMKOBETE C LiIeHOBUTE NPEAJIOXKEeHNA Ha AONYCHATUTE YYaCTHULN.

C nucmo WM3x. Ne 824/24.07.2017r., ny6nnkyBaHo Ha Mpogunia Ha KynyBava y4acTHULMTE
6s1Xa yBeIOMEHM 3a BPEMETO U MSICTOTO Ha OTBapsiHe Ha Mankose NeNe 3.

Ha 3acefaHneTo npucbcTBaxa CNeAHUTE HAANEXHO YMb/HOMOLLEHW NpPeACTaBUTeNn Ha
yyacTHMuUMTe - r-xa BeHeta KoceBa Ha ,,Cothapma TpeigunHr” AL, r-xa Becka Koneea Ha
»AnTta ®apmactoTukbnc”EOO/, r-H MeaH MoTos Ha ,,Megekc” OO/, 1 r-H Tuxommp CTOSHOB
Ha ,,Pow bbvarapua” EOO/L,.

Komucusta otBopu nnmkoBe NoeNe3 ¢ LIEHOBWUTE TMPE/IOKEHUS HA Y4yaCTHULMTE 3a
A0MycHaTUTe 060CO6GEHM MO3VLMKM M HOMEHKNATYPHW eAMHWLM MOC/eaoBaTeNHO Mo peaa Ha
noJaBaHe Ha opepTMTe, U OMOBECTW MpeAfaraHUTe LIEHN.

PaboTtata Ha kKomucuaTa NpoAb/HKN Ha 3aKPUTO 3acCefaHWEe, Ha KOETO KOMWUCUATa NpoBEPU
(*)VIHaHCOBI/ITe npeanoXeHna 3a CbOTBETCTBME C U3NCKBaHUATA Ha AOKYMEHTALMATA, KaAKTO U 3a
APUTMETUYHU TPELLIKA.

LleHOBO Mpea/sioXKeHMe Ha yyaCTHMKa OTHOCHO LieHaTa 3a npugobviBaHe Ha NiekapCTBeHuTe
NMPoAyKTM cnefsa fa Obae M3rotBeHO No obpaseua Ha [Mpunod>kenne Ne 7 “LleHoBO
npeasiokeHne” oT fJokKyMeHTauusaTa. CbrnacHO W3MCKBaHe Ha Bb3/IOXUTeNs (PUHAHCOBOTO
npesoXxeHe TpsbBa Aa Chabpxa:

1/OdpepupaHata uUeHa 3a DDD Ha npegnaraHvs NPOAYKT MO MEXAYHapOAHO HenaTeHTHO
HammeHoBaHue /INN/, ¢ OA4C. Bcuukm odepupaHu UeHW cnefpa ga 6bvaar (opmupaHn B
CbOTBETCTBME C M3UCKBaHMATa Ha Hapebata 3a ycnoBusTa, npasuniata v peja 3a perynupaHe v
perucTpupaHe Ha LieH1Te Ha nekapcteeHuTe npogyktu ot 30.04.201 3r./ usm. n gon. AB. 6p.8 oT
24 Anyapn 2017r. LleHata ¢ 44C He TpsabBa fa npeBuLLaBa MakcMMaiHaTa CTOMHOCT, NOCoYeHa
B KO/MoHa “L” Ha lM0o3nTUBHWUA NeKapCTBeH CMNUCHLK, akTyasleH KbM MOMeHTa Ha nojasaHe Ha
otepTuTE.

2/EQMHMYHA LieHA 3a OMakoBKa OT MpeffiaraHus /eKapCTBeH MNPOAYKT MO TbProBCKO
Ha/MeHOBaHVe B NeBa, [0 BTOPWS 3HaK Cnef aeceTnyHata 3anetast, ¢ AAC. OdeprpaHnTe LieHN
3a OMaKoBKa Ha NIeKapCTBEHUTE MPOAYKTU He CefBa Aa HafBuLLIaBaT MaKCUManHaTa CTOMHOCT,



nocoyeHa B KosioHa "M" Ha lNpunoxeHne Ne 2 Ha MO3NTUBHUA NeKapPCTBEH CMUCHK, akTyaseH
KbM MOMEHTa Ha rnojasaHe Ha ogepTuTe.

LieHnte 3a DDD Ha npefnaraHuTe NEKAPCTBEHWM NPOAYKTU MO MeXAyHapoAHO HenaTeHTHO
HanmeHoBaHue /INN/, ¢ AAC, oT odepTuTe Ha yyaCTHULMTE 3a NeKapCTBEHUTE MPOAYKTU OT
OTAENHUTE  HOMEHKNATYPHW  eavHMUM  OT  060COGEHUTE  NO3UUMM ca  MOCOYEHM B
MpunoxeHne Ne 1, Hegenmma yact ot NpoTokon Ne 3.

KakTo e BuaHO oT Mpuno>keHve Ne 1 3a 060cobeHa nosvums Ne |, HOMeHKNaTypHa eauHuLa
Ne 63 ,,ERLOTINIB 100 mg" npeanoxeHata OT yyacTHuKa ,,Coapma TpenanHr” ALl ueHa 3a
DDD npeBuwaBa MakCMManHaTa CTOMHOCT, MocodeHa B KofioHa “L” Ha [Mo3UTUMBHUS
NEeKapCTBEH CMUCBK, Pecr. eAMHUYHaTa LieHa Ha OnakoBKa, M3vucreHa Ha 6asa pedepeHTHaTa
CTOMHOCT HajByLaBa MakCMMaiHaTa CTOMHOCT, NnocoyeHa B KonoHa “M” Ha MpunoxeHne Ne 2
Ha Mo3UTMBHUA NIEKAPCTBEH CMUCHK, aKTyasleH KbM MOMEHTa Ha MojaBaHe Ha obepTuTe.

KomucusaTta cumTa, Ye LIEHOBOTO MpefioXKeHune 3a 06ocobeHa no3vums Ne 1 Ha yyacTHMKA B
yactta My 3a HoMeHknatypHa egmHuua Ne 63 ,,ERLOTINIB 100 mg" He oTroBapsa Ha
npeaBapuTesIHO 00ABEHUTE YCMOBUA Ha Mopbykata UM M3WCKBaHMATA Ha Bb3noxutens, u
eanHogywHo PELLIA:

He ponycka ,,Cogapma TpedguHr” ALl 4O KnacvpaHe Ha LEHOBOTO MpeasioXKeHue 3a
HoMeHKnaTypHa eguHumua Ne 63 ,,ERLOTINIB 100 mg".

Ha ocHoBaHue un. 107, T. 2, 6.”a” ot 30l komucusaTa npegnara Ha Bbvanoxutensa ,,Codapma
Tpenanur” AL aa 6bae OTCTPaHeH OT y4yacTue B npoleayparta 3a HOMeHKNaTypHa eanHmua Ne
63 ,,ERLOTINIB 100 mg" ot 060co6eHa no3uumsa Ne 1

MoTuBu:

Ll,eHOBOTO npennoxeHme 3a obocobeHa nosnuna Ne 1 Ha y4aCTHMUKa B 4YaCTTa MYy 3a
HoMmeHKnaTypHa eguHuua Ne 63 ,,ERLOTINIB 100 mg" He oTroBaps Ha npeaBapuUTeNHO
005BEHNTE YCNOBMA Ha NMOpbYKaTa U U3NCKBaHMATA Ha Bb3noxunTens.

B LEHOBOTO npef/iokeHNe Ha y4yacTHMKA 3a 060cobeHa nosvums Ne 1, HOMeHKMaTypHa
eanHmua Ne 60 ,,IMATINIB 100 mg ha negpaTpuyHm naumeHTH - ¢ Ph+ XpoHnYHa MuenongHa
neskemmns C 92.1; ¢ ocTpa nmmdobnacTHa neskemms C 91.1/" npepnoxeHata ot ,,Codapma
Tpenguur” AL ueHa 3a DDD /153,6000/ npeBuiiaBa MakcMManHata CTOMHOCT, MOCOYeHa B
KonoHa “L” Ha lMo3nTMBHMA NEKapCTBEH CMWCHK, aKTyasleH KbM MOMEHTA Ha MofjaBaHe Ha
otepTuTe.

KakTto e BMAHO OT [N03NTUBHUA NeKapcTBeH CNMUCHLK, AKTyanmsauma kem 02.06.2017r,, 3a

nekapcteeHnTe npoayktm ¢ ATC LOIXEO1l ca nocoyeHW OrpaHWYeHWs B HayMHa Ha
npegnucBaHe Mpu pasnnyHuTe MHAMKaumMn. MakcumanHata ctoiHocT 3a DDD 3a IMATINIB 100
mg camo npu neguaTpuyHU NauneH T 1 Bb3pacTHU ¢ 6iacTHa Kpmusa ¢ MKB C92.1 e 6,73533.
MakcumanHaTa ctoiHocT 3a DDD 3a IMATINIB 100 mg camo npu Bb3pacTHU NauneHTun C
MKBC92.1 e 164,38767.
Komucuata cumrta, 4ye LIEHOBOTO NpeanoXeHune 3a 06ocobeHa mosuums Ne 1 Ha yyacTHUKa B
yacTTa My 3a HoMmeHKnaTypHa eguHmua Ne 60 ,, IMATINIB 100 mg /3a neguaTpuyHu nauneHTw -
¢ P+ xpoHunyna muenongHa neskemusa C 92.1; ¢ ocTpa nuMmdobnacTHa neskemus C 91.1/” He
OTroBaps Ha MpeaBapuUTENIHO OOABEHUTE YCNOBMA Ha MopbyKata W M3NCKBaHMATA Ha
Bb3noxutens, u egnHoaywHo PELLIA:

He ponycka ,,Cothapma TpenauHr” AL, A0 KnacupaHe Ha LEHOBOTO MpefoXeHMe 3a
HOMeHKnaTypHa eauHuua Ne 60 ,,IMATINIB 100 mg /3a neaMaTpuyHu nauuveHTn - ¢ PVH
XpoHUYHa MmuenongHa neskemus C 92.1; ¢ ocTpa numcobnacTHa neskemus C 91.1/7,



Ha ocHoBaHue un. 107, 1. 2, 6.”a” oT 30I'1 KomucusaTta npegnara Ha Bvanoxutens ,,Cotapma
TpengnHr” AL ga 6bhe OTCTpaHEH OT y4yacTue B npouefyparta 3a HOMeHKIaTypHa eguHmua Ne
60 ,,IMATINIB 100 mg /3a neguaTpuyH naumeHTH - ¢ P+ XpoHn4Ha MuenoungHa neskemus C
92.1; c ocTpa numdobnacTHa neskemus C 91.1/” ot o60cobeHa nosumumsa Ne 1.

MoTuBu:

LleHoBOTO npefnoxeHve 3a o06ocobeHa no3vuma Ne 1 Ha yyacTHMKA B 4YacTTta My 3a
HoMeHKnatypHa egnHuuya Ne 60 ,,IMATINIB 100 mg /3a neguaTpuyHu nauuveHTu - ¢ Ph+
XpPOHMYHa MuenomaHa neskemuss C 92.1; ¢ ocTpa numdobnacTHa neskemus C 91.1/” He
OTroBaps Ha npefBapuTeNnHo 006sBeHUTe YCMOBUS Ha Mopbykata W U3UCKBaHMSTa Ha
Bb3noxurens.

B LLeHOBOTO NpeanioXKeHne Ha yvyacTHuKa ,,Codapma TpeguHr" ALl 3a 060cobeHa No3nLms
Ne 1, HoMeHKnatypHa eamHuua Ne 91 | FILGRASTIM 30 MU /0.5 mI” komucuata KoHcTatupa
HeCbOTBETCTBME MeEXAY npepnoxeHata uUeHa 3a DDD M eAMHW4YHaTa LEHa Ha OMakoBKa,
n3uncneHa Ha 6asa pehepeHTHaTa CTOMHOCT Ha Y4YaCTHUKa.

Kakto e BngHo oT lMpuno>keHne Ne 1, 3a Tasn HOMeHKnatypHa eAmHuUa npeanioXkeHata oOT
yyacTHUKa UeHa 3a DDD e 8,67133. EAMHMYHATA LieHa Ha OnakoBKaTa MpW Ta3n CTOMHOCT 3a
DDD 6u cnegsano ga 6bae 37,16 .., a He 37,20 n1B., KaKBaTo € NpefAnoXeHarta eAnHUYHa LieHa
Ha OnakoBKa.

Komucuata cumta, Ye LEHOBOTO Mpef/iokeHWe 3a 060ocobeHa nosuvumsa Ne 1 Ha yyacTHMKA B
yacTtTa My 3a HoMeHKnatypHa eamHuua Ne 91 ., FILGRASTIM 30 MU /0.5 mI”” He oTrosaps Ha
npeABapuTeNnHO 006siBEHWTe YC/OBMS Ha Mopbykata M W3NCKBaHMATA Ha Bb3noxurens, u
eanHoaywHo PELLN:

He gonycka ,,Cotapma TpehgmHr” ALl 00 KnacupaHe Ha LEHOBOTO MpeanoXeHne 3a
HoMeHKnaTtypHa eguHmua Ne 91, FILGRASTIM 30 MU/0.5 ml

Ha ocHoBaHuve un. 107, T. 2, 6.”a” oT 30l komucusaTa npeanara Ha Bvanoxutens ,,Codapma
Tpenanur” AL aa 6bae oTCTpaHeH OT yyacTue B npouedypaTta 3a HOMEeHKNaTypHa eguHmua Ne
91 ,,FILGRASTIM30 MU/0.5 mI’ot 0o60co6eHa nosmums Ne 1L

MoTuBu:

LleHoBoTO npeg/ioxkeHne 3a o6ocobeHa nosvumsa Ne 1 Ha ydyacTHMKA B 4acTTa My 3a
HoMeHKnatypHa egmHuua Ne 91 ,, FILGRASTIM 30 MU/0.5 mI”’ He oTroBaps Ha npeaBapuUTeHO
005BEHNTE YC/IOBUA Ha NOPbYKAaTa U M3UCKBaHUATA Ha Bb3noxurtens.

Komucuata m3BbpLUM KnacuMpaHeTo 3a BCAKa HOMEHKMaTypHa efuHuua oT obocobeHarta
no3nums Bb3 OCHOBA HA MKOHOMWUYECKW HaW-u3rogHata odepra, onpeseneHa Ha 6asa n3bpaHus
KpUTepuiA 3a Bb3naraHe "Hai-HWUCKa LeHa”. KnacvpaHeTo Ha /1IeKapCTBEHWTe MpPOAYyKTU €
oTpaseHo B [MpunoxeHne Ne 2, Heaenmma yact ot NMpoTokon Ne 3.

3a 060cobeHa nosnumsa Ne 1, HomeHknatypHa eguHuua Ne 13 "5-FLUOROURACIL 1000 mg”
ABaMa OT y4aCTHULMTe ca NPeAnoXUIN eAHaKBa LieHa, 1 Ce Knacupar Ha mbpBO MSCTO.

Ha ocHoBaHue un. 58, an. 3 ot MNMM30I1 Ha 09.08.2017 r. ot 10.00 4. B 3acefjarenHara 3ana
Ha W3NbAHUTENHNA AUPEKTOP Ce MpoBede MyOauMyeH Xpebuid 3a onpegensiHe Ha W3MbAHUTEN
MeX[y KnacupaHuTe Ha MbpPBO MACTO yyacTHUUM - ,,PboHMKC Papma” EOO/L u ,,Mepekc”
oo4.

C nmcmo M3x. Ne 868/04.08.2017r. yyacTHUUUTE 6AXa YBELOMEHWN 3a BPEMETO M MACTOTO 3a
MPOBeXJaHe Ha Xpeobus.



Ha npoBex/aHeTo Ha Xpebus NpucLCTBa r-H MBaH 10TOB-yMbAHOMOLLEH NpeAcTaBuTen Ha
-Menekc”’O0/[,. >KpebuatT onpegenn 3a  M3MbAHUMTEN Ha 06LLEeCTBEHaTa Mopbyka 3a
HOMeHKNaTypHa eamHuua Ne 13 “5-FLUOROURACIL 1000 mg" ot o6ocobeHa nosvumsi Ne 1
yyacTHUKa ,,PboHMKC dPapma” EOOL,.

3a o6ocobeHa nosuuma Ne 1, HomeHknatypHa efuHuua Ne 8 "FLUDARABINE 50mg”
npegnoxeHara ot ,,AJITA PAPMACHOTUKDBJ1IC” EOO/, ueHa e ¢ noseye oT 20 Ha CTO Mo-
onaronpusTHa OT cpefHaTa CTOMHOCT Ha MPe/IoOKeHUATa Ha OCTaHa/IUTe y4aCTHUUM 3a Tasu
HOMeHK/aTypHa eanHuua. Ha ocHosaHue yn.72 anl ot 3001 ¢ nucmo M3x. Ne 869/04.08.2017r.
KOMUCKATA M3NCKa OT yYacTHUKA [a NpefcTaBu B CPOK OT MeT paboTHW AHM NoApo6Ha NMcMeHa
060CHOBKa 3a Ha4yMHa Ha 0bpa3yBaHe Ha MocoyeHaTa B odeprara My LieHa 3a HOMEHKNaTypHa
eanHmua Ne 8 ot o6ocobeHa nosuumsa Ne L

C nmcvmo Bx. Nel448/08.08.2017r. yyacTHukbvT ,,AJITA ®APMACKOTUKDB/IC’EOO/
npesAcTaBn NUCMO, C KOETO MOACHSABA, Ye Mpu oheprpaHeTo Ha NocoyeHaTa B ofheprara My LieHa
3a HomeHKnatypHa eanHmua Ne 8 ,,FLUDARABINE 50mg" ot o6ocobeHa nosvums Ne 1 e
[0MYyCHaN TEXHUYECKa rpeLLKa.

Cnep kato ce 3ano3Ha C nNMCMOTO. Komucusita cumTa, 4Ye OOGSCHEHMETO 3a AornycHaTa
TEXHMYECKa IPeLLKa He nNpeAcTaB/sgBa 060CHOBKA MO CMUCHAA Ha un.72 an.2 ot 30IMM, n PELLN:

He gonycka ,,AJTTA PAPMACHKOTUKDB/C” EOO/ Ao KnacupaHe Ha LeHOBOTO MNpeaoXKeHne
3a HoMeHKnatypHa egnHuuya Ne 8 ,,FLUDARABINE 50mg™.

Ha ocHosaHve un. 107, 1. 3 ot 30I1 KomucusATa npegnara Ha Bwv3noxutena ,,AJITA
PAPMACHOTUKB/IC” EOO/[ pa 6bhge OTCTpaHeH OT Yy4yacTve B npouefypaTta 3a
HoMeHKnaTypHa eanHuua Ne 8 ,,FLUDARABINE 50mg" oT o60co6eHa no3vums Ne 1
MoTuBu:

OO6sACHeHVeTO 3a JonycHaTa TeXHUYecKa rpellka He npeacraensBa 060CHOBKA MO CMUCHIA Ha
un.72 an.2 ot 30r1.

KakTo e BuaHo oT MNpuno>keHune Ne 2, 3a HOMeHKIaTypHu eanHium NeNe 15, 16, 21, 22, 26,
29, 39, 55, 56, 59, 63, 104 1 109 ot o60cobeHa No3nuMa Ne 1 HiMa KiacupaHu y4vacTHUUW. 3a
HOMeHKNaTypHu eamHmum NeNe 15, 16, 21, 22, 26, 29, 39, 104 n 109 HAMa nofafeHa HATO efHa
oepTa, a nogageHNTe 3a HOMEHKIATYPHU eanHMUM NeNe 55, 56, 59 1 63 oepTn He OTroBapsaT
Ha npeaBapuTeNnHoO 065BEHMTE YCOBMSA Ha NMopbyKaTa U U3NCKBaHUATA Ha Bb3noxutens.

Komucuata npepgnara Ha Bwb3noxkutena Ha ocHosaHwue un. 110, an. 1, 1. 1 ot 30I1
npoueaypata fa 6be npekpareHa 3a 060cobeHa no3uumsa Nel, HOMeHKNATypHU eanHuuM NeNe
15, 16, 21, 22, 26, 29, 39, 104 n 109.

MoTuBu:
3a 060co6eHa no3mums Nel, HOMeHKNaTypHu eamHuum NeNe 15, 16, 21, 22, 26, 29, 39, 104 u
109 HAMa nofasfeHa HATO efHa oepTa.

Komucuata npegnara Ha Bb3noxutens Ha ocHoBaHwe yn. 110, an. 1, 1. 2 ot 30TI1

npoLieaypata Aa 6bAe npekpaTeHa 3a 060co6eHa no3uuys Nel, HOMEHKNATYPHU eauHMLM NeNe
55, 56, 59 n 63.

MoTuBu:
MofafeHNTe 3a HOMeHKNaTypHU eavHuum NeNe 55, 56, 59 1 63 oT o6ocobeHa no3uuymst Nol

o(hepTn He OTroBapsiT Ha NpeABapuTENIHO 0BSBEHUTE YCNOBUSA Ha MOpbYKaTa U U3MCKBaHMSATA Ha
Bb3noxurtens.



KomucusaTa npefiara Ha Bb3/I0XKUTENS Aa ObJaT CKIOUEHN [0FOBOPU 3a U3Mb/IHEHNE Ha
nopbykaTta C KacuMpaHuTe Ha MbpPBO MACTO YYaCTHULM 3a OTAENHUTE 060COGEHU NO3ULMK U
HOMEHKNATYPHU eUHULM OT CbOTBETHUTE 060COBEHN NO3NLUN.

C ToBa KomucusaTa npukntoum pabortarta cv npeay npeasuaeHus B 3anoseq Ne P1-02-
372/28.06.2017 r. CpoOK.

HacTtoAawmaT goknag e u3roteeH Ha ocHosaHue un. 103, an. 3 ot 30Il1, n oTpasssa
paboTaTa Ha KOMMUCKATA 3a NPOBeX[aHe Ha OTKpuTa npouegypa ¢ npeameT “JlocTaBKa Ha
NEeKapCcTBEHN MPOAYKTU 3a OHKOMIOrMYHWM 3abonsiBaHUs U xemoavanmsa 3a YMBAJI
"Lapuua MoaHHa-VICYJT” EAL". Kato npunoxeHus KbM fAOKnada ca NpOTOKOAUTE OT
3aceflaHMATa Ha KOMUCKATA.

3a npvemaHe Ha paboTaTa Ha KomucusTa Ha ocHoBaHue yn. 106, an.l ot 30 goknagbt
Cce MpeLCTaBa Ha Bb3/IOXUTENA 3a YTBbpXKAaBaHe Ha ..../.7...08.2017 T.

3anuueHa uHpopMarus
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