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OBABJ/IEHHME 3A Bb3JIOKEHA ITOPBYKA
PesysraTu or npouexypara sa Br3jiaraHe Ha o61IecTBeHa MOPBYKA
JAupexTuBa 2014/24/EC / 3011

[(JTIpoexr na oBapnenue
P O6asnenne 3a nybnukysase

PA3JEJI I: Bb3JIATAIIl OPTAH

L.1) HaumeHoBaHue 1 ajgpecH ! (M0J1s1, MOCOYETe BCHUKH Bh3JIaranu OpraHu, KOUTO
OTrOBAPAT 3a Mpolieaypara)

OdnuuanHo HauMeHoBaHHe: Hauuonanen perncrpaunones Homep: 2
YHMBepCUTETCKa ClelManMsuMpadHa OOJHMUA 3a 000662776
AKTVMBHO JIeUeHMe [0 OHKOJoTMA- EAJ

IMowencku aapec:
yi. InosmmBcko noJjie N6

I'pan: ko NUTS: IToeHcku Kox: Jbpxaga:
Cogusa BG411 1756 BG

Jluue 3a KOHTAKT: Tenedon:

Ceeryia Topxenoxuesa +359 28076355
EnexrponHa noma: ®Pakc:
sveskoval@sbaloncology.bg +359 28706321

HnTtepuer agpec/u

OcHogeH anpec (URL):
http://procurement.sbaloncology.bg.

Anpec Ha npoduna Ha kynysava (URL):
http://procurement.sbaloncology.bg/?
g=page&idd=index&porachkaid=20180207XJ1v1168035

I.2) CbBMeCTHO BB3JIaraHe

[JTTophukara ofxgala chBMecTHO Bb3/IaTaHe
B cnyyaii Ha cbBMeCTHO Bh3narane, 00XBAILALIO PA3IHYHU ABPHKABH — [IPHJIOKUMOTO HALIHOHAIHO
3aKOHOJATE/ICTBO B chepaTa Ha OOLLECTBEHHUTE TIOPBUKH:

[ TloppukaTa ce Bb3/1ara OT UEHTPAJIEH OPraH 3a NOKYIKH

I.4) Bupa na ppajraramusa oprad

[ JMHHHCTEPCTBO MM BCAKAKBE APYT HALMOHAJIEH []y6auunonpagHa opraHusamms
WK deepaieH opraH, BKIYHTETHO TeXHH
PErHOHATHH HJIU MeCTHH NIOAPA3/IeIeHHs

[ |HauuonanHa uiu deepaina arexuus/ cayx6a [C]EBponeiicka MHCTHTYIHA/areHLUS WK
MEeKAYHAPO/AHA OPTaHH3ALHs
[[IPernonanen wnu MecteH opran B pyr tan: wn.5, an.2, 1,16 or 3011

[ |Personansa win MecTHa areHuus/cnyx6a

1.5) OcHoOBHa AeHHOCT

[]O6uu obwectsenu yeayri [ ]HacransBaHe/*KHIHIIHO CTPOHTE/ICTBO U MECTA
334 OTAMX U KYJITypa

[JOr6pana [(JCounanna saxpuna

[[JO6wecreen pen u 6ezonacHocr [[]Oraux, kynTypa 1t BeponsmnoreqaHme

[JOxonna cpega []O6pasosanue

[JMxoHOMHYeckH 1 GUHAHCOBH JAeHHOCTH [JApyra peitnoct:

P 3apaseonazrane

PA3JEJ II: IIPEAMET

II.1) O6xBaT Ha o0ulecTBeHaTa NopBYKa

I1.1.1) HaumeHnoBanue:
+HEPVOIMYRO MOBTAPAIM CE NOCTABKM HA JIEKAPCTBEHM TPOOYKTHU” 3A HYXIWUTE
HA ,,YCBAJl IO OHKOIOTHUA” EALT

Pedepenren Homep: 2

IL.1.2) Ocuosen CPV kopx: 33600000
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[Taprisna OBSAIBJIEHHE 3A BB3JIOXKEHA [10PBYKA (sepens 7)

Homsnuutenen CPV kop: 1 2

11.1.3) Bujg Ha nmopbsuka
[]Crpoutencrso Pl ocrapku [1Yenyru

II.1.4) KpaTtko onucaHue:
Pembrolizumab, powder for concentrate for solution for infusion, 144

HNOCTaBKM Ha JIeKapCTBEeHM [POOYKTM, CBIJIACHO NpMUIloxXeHaTa TexHUYecCKa
crneunpmraumsa, C uUes M300p Ha M3MBIHUTEN/M M CKIKWYBaHE Ha OOTOBOP/M NP
Ham-Onaronpuariau sa ,YCBAJl no oHkonorma” EAJl yClOBMA NO enuH OpoM
obocobeHa nozmuuAa -

di. - [penMerTsT Ha OOWECTEEHATa NOPBUYKA BKJINYUBA NEPUOOMYHO MOBTAPAWM Ce

I1.1.6) Uudopmauus OTHOCHO 060CO0EeHUTE MO3HITHH
HacrosAlara nopsuka e pazaenena Ha 060cobeHH No3UIUH Oa[] He

II.1.7) O6ma croiinocT Ha oG1ecTBeHaTa mopbukKa (6e3 aAa ce BrTiouBa {/IC)
CrofiHoct: 457292.16

(Moas, nocoveme obujama cmoiiHoem Ha obujecmeenama nopsuka. 3a UHHOPMAYUL OTMHOCHO
uHousuJYaaHU NOpBUKU, MOAA, U3NOA3Eaiime pazdea V)

wnu Haii-nucka odepra: / Haii-Bucoka odepra:

KOMTO Ca B3€TH TIPEBH/I

Banyra: BGN

(3a pamxosu cnopasymerun — obwja MaKCUMAIHA CMOLHOCT 3a YAAAMa NPodeANUMeAHocm)
(3a QunamuyHu cucmemu 3a NOKYNKU — CINOUHOCM HA NOPBYYKAMA/Ume, KOSSMO,/KOUmo He e/ca
8KMM0MEHA/U 6 npeduluHil 0BABAEHUA 3a 8531a2aHe HA NOPBUKLU)

(3a nopwsuu, 6A3UPAHU HA PAMKOBL CNOPA3YMEHUA; aKO MOea Ce U3UCKBA — CMOoLIHOCM Ha
nOpe4KAMA/Ume, KOSIMO/KOUMO He e/ca sKo4eHa/u 8 npeduWHU 0BABAEHUA 30 B53NA2AHE HA NOPBHKLL)

PA3/IEJI II: Onucanue / 060co0eHa MO3NIUA

I1.2) Onucanue 1

II.2.1) HaumenoBauue: 2
Obocobena nmozumug No;
2

I1.2.2) Jombauureanu CPV kogose 2
OcHosen CPV kox: 1 33600000

Jonwsnuutened CPV kopn: 12

I1.2.3) MacTo HA H3ITBJIHEeHHEe

OCHOBHO MACTO HA H3IIbJIHEHHE:

YHMBEPCUTETCKA CHeuManM3MpaHa BOJIHMLA 33 aKTMBHO JIeYeHMEe MO OHKOJIOTHI-
EALN, yrn. [NnoBomeBcko nosge W6, anrexa

kon NUTS:1 BG411

I1.2.4) Onucanue Ha obulecTBeHATA MOPHYKA:

(ecTecTBO M KOMTHYECTBO Ha CTPOMTE/IHH PaGOTH, JOCTABKHM MJIH YCIYTH MIIH YKA3BaHe Ha noTpeBHOCTH U
WU3HCKBAHHA)

Pembrolizumab, powder for concentrate for solution for infusion, 144

b,

I1.2.5) Kpurepuu 3a Bp3sarane 1 2

[] Kpurepwuii 3a kauectso — Ume: / Texcecr: 1 2 20

[] Kpurepuii, cebpsan ¢ pazxoan — Mme: / Texecr: 1 20
X llena - Tesxecr: 21

II.2.11) UHdopMauHa OTHOCHO OIIIHHTE

Onuun Ha He[ ]
Onucanue Ha ONLUHTE:

BB37TOKMTENAT CM 3ana3Ba NPaBOTO, NPM HEeODXONMMOCT OT NPONBIXaBaHe Ha
NOCTaBKMTe, [Ha YyABIKM CPOKa Ha CKJIOYEeHUA LOTOBCP 3a MIMBIHEHMEe Ha

NopwYKATa Ha OCHoBaHue un, 21 ot 300 (onuma) . Krmayzara za onuus e
cpobpaseHa mpM oOnpenesyiAHe Ha NPOTHO3HATA CTOMHOCT HAa MNOPBUKATE U C
UBMCKBAHMATE Ha MeToOuyecko yxazadHue Ha AOQN - "M3roNn3BaHe Ha oOOLMK npm
Bb3JlaraHeé Ha ofmecTBeHM NOpbUKM". 1i.2.14

I1.2.13) Hudropmaius OTHOCHO cpeacTBa oT EBponeiickus chio3

Of6uiecTBeHaTa opbuKa e BBB BP3Ka € IPOEKT U/ HIH Iporpama, duHaHCcHpan/a cbe Hda[] He
cpezicTBa OT EBponeickus chio3

Hpentudukauus Ha npoexra:
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Mapyuna OBABJIEHHE 3A BB3JIOKEHA IMTOPBUKA (BepcHs 7)

IL2J4)HonmanTenHaHn¢0pmauuﬂ:

YCloBMATa, NpM KOMTO BIM3a B CUJA ONUMATA, Ca CAEqHUTE :

/1/ BBIJIOXUTENAT C OTNPaBAHE HA BBINATATENHO MUCMO 00 MBNBJIHWUTENA
Bb3jara M3nuIHEHMETO Ha MOPBYKATA 3a HONBIHUTENEH CPOK.

/2/ CpokbT Ha HoToBOpa MOXe na &bIe YOBIKEH 0o 3 Mecela.

/3/ BrIUYBaHETO Ha KJIay3aTa 3a ONUMA M yIOBIIKABAHETO Ha CpOKa MOXe Oa ce
M3BBPPUM CaMO NpelM M3TM4YaHe Ha CpOKa Ha OeMCTBMe Ha IOTOBOPA .

PA3S/IEJI IV: IIPOLIEYPA

IV.1) Onucaunue

IV.1.1) Buxg npoueaypa
[JOtxputa npouemypa
[[]Yckopena npoueaypa
Ob6ocHorka:
[JOrpaunuena npoueaypa
[J¥ckopena npouenypa
O6ocHoBKa:
[JCreresarenna nponenypa ¢ JloroBapsHe
[]¥ckopena npouenypa
OBocHoBKa:
[[]Cveresarenen guanor
[JIapraboperso 3a nHOBaLMM
P{Bwsnarane na nopruka Ges npeaBapUuTeHO MybIMKyBaHe Ha 00SBIEHHE 32 nopsuka B Odunmanen
BECTHHK Ha EBponefickus cpio3 B ciyuanre, 136pOeHH N0-101y (MOJIS, IOWBTHETE [IPUIIOKEHHE I')
[JIly6auuso cheresanue
[ [TIpsxo rorosapsue (Mo, nomsaHeTe npunoxxenue I's)

IV.1.3) HudopManus 0THOCHO PaMKORO CIIOpasyMeHHe MM AHHAMUYHA cHcTeMa 3a
MOKYIIKH
[[]Tasu obwecTBena nophuka o6xBamia CKIYBAHETO HA PAMKOBO CIIOpazyMeHue

YcraHOBeHa e AMHAMUYHA CHCTEMa 3a MOKYIIKH

IV.1.6) Hudopmanmsa OTHOCHO eJIeKTPOHHUA TBpr
[ [Ysnon3BaH e eeKTpOHeH Thpr

IV.1.8) Hudopmanusa 0THOCHO CniopasymenueTo 3a AbpKaBHU MOPBUKH (GPA)
ObulecTBeHarTa nopbYKa nonazna B 06xBaTa Ha CropasymMeHHeTo 3a AbP:KABHH NOPBUKY Ha[] He[X
(GPA)

IV.2) AxmunucrparuBHa HHOpMaIHA

IV.2.1) lIpeguniHa nyGIHKaUA OTHOCHO TA3H npoueaypa 2

Homep na obasnenuero s OB ua EC: [1[][1[1/S (00-000000)

Homep Ha obsasnennero 8 POIL[][I(1(1]

(EdHo om caednume: Ofaenenue 3a npedeapumenHa un@opmMaya, UBNOA3BAHO KAMO NOKAKA 3a
yuacmue 6 cucmesamenna npoyedypa; Obasaenue aa nopsuka; O6seaeHue 3a dobposoaHa
npospavxocm ex ante)

IV.2.8) Hudopmauua oTHOCHO NpeKpaTABaAHEe HA AHHAMHYHA CHCTEMA 3a MOKYIIKH
[[]O6aBnenneto o6xsala npekpaTaBaHeTo Ha AMHAMHYHATA CHCTeMA 3a MOKYTIKH, MyOJIHKyBaHa ¢
ropernocoYeHoTo 00ABNIEH e 3a TOPHYKA

IV.2.9) Hudopmauusa oTHOCHO NpEeKpaTABAHE HA ChCTE3aTENHA NMPOLEAYpa, 00ABeHa upes

00AB/IeHHE 3a IpeBaPHUTEITHA uHdopManus

[IBw3narawuar opran uama ga gbanara moseue OPBYKH B3 OCHOBA HAa TOPEIOCOYEHOTO 00SBAEHHE 32
TpeABapUTeTHA MHPOPMALIHA

PA3JIEJI V: BB3JIATAHE HA IIOPBUKATA 1

ITopbuxa N¢ (Jlorosop No): 04-34

Obocobena nosuuusa No: 2

HaumeHoBauue:

Branoxkena e nopruka/o6ocobena MO3ULIUA Ja X He ]

V.1) HxdropmMaumsa OTHOCHO HeRb3JaraHe

ITophukara/oGocobena MO3NIHA He e Bb3/I0MKeHa
[]He ca nonyuenu odeprn wiu saspieHus 3a yJacTHe WM BCHUYKH ca OHIH OTXBBPJIeHH
Apyru npuynHy (npekpaTABate Ha Npoueaypara)

| OpuriHanHo o6sBIeHH e, U3TpaTeHo uYpes 7 ]
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TapTina OBABJEHME 3A Bh3JIOKEHA MOPBYKA (Bepeua 7)

[JeNotices
[JTED eSender
[JZpyro
ITorpe6urencko snuzane B TED eSender; 7

Cnpasxa 3a o6asnenus:[1[100-00000[] 7 (roauna 1 HOMep Ha IOKyMeHTa)
Jlata Ha U3TIpaluAHe HA OPHIHHATHOTO OBsABIeHNe: 7 I/ mMm/rrer

V.2) Bepasarane Ha nopBYKaTa

V.2.1) lara Ha cKJIOYBaHE Ha AOToBOpa
21.03.2018 gn/mMm/rrer

V.2.2) Hudopmauus otHoCHO odepT

bpoii na monyuenure odepTy: 1

Bpoii Ha odeprure, nocrenumm or MCIT: 1

(MCII - kaxTo e onpesesieHo B IIpenoprka 2003/361/EO na Komucisra)

Bpoii Ha oeprute, nocTemiIK 0T odepenty ot Apyru AbpKaBu — wieHkH Ha EC: o
Bpoit Ha ogepTuTe, OCTHINMIN OT O(EepeHTH OT ABPIKABH, KOHTO He ca uwieHkH Ha EC: o
Bpoii Ha odepTuTe, 0/IyYEHH N0 EIEKTPOHEH IIBT: O

Ilopbukara e Bb3/10eHa HA TPYNA OT HKOHOMUYECKH OIIEPATOPH Na[] He[X
V.2.3) HaumeHOBaHHe M agpec HA H3NLIHUTE s 1

OduuuanHo HaUMeHOBaHUE: Haunonanes perucrpanioHeH Homep: 2
PapmueT EA] 202513217

TlomeHncku aapec:
Bpara Bbkcron 134

I'pan: koxa NUTS: ITowmerHcku Kox: Jbpskaga:
NInosons BG421 4000 BG

Enexrponna nowa: Tenedon:
sterzianova@pharmnet.bg +359 294211717

Hurteprer agpec: (URL) daxc:

WWW.pharmnet.bg +359 294211717

Usnnanuressnt e MCIT Ha [X He[ ]

V.2.4) Hudopmauusa 0OTHOCHO CTOHHOCTTA Ha nopwsYKaTa/obocobenara nosuuus (Ges ga ce
BrIroYBa 1/1C)

ITbpBoHavanHa ofiia NporHo3Ha CTOMHOCT Ha nopwukara/obocobenara nozunua: 2 490492 . 8
O6uya croiinoct Ha noprukara/obocobenara nosunusa: 457292 .16

unu Haii-nucka odepra: / Haii-Bucoka odepra:

KOMTO Ca B3€TH NIPeJBHU/I

Banyra: BGN

(3a pamxosu cnopasymenus — obuja MaxcumanHa cmoiiHocm 3a masu obocobera nosuyus)

(3a JunamuyHu cucmemu 3a noKynKu — cmoiiHocm Ha nopesukama/ume 3a masu napmuda,
KOATO/KOUMO He e/ca eKkAMeNa/u 8 npeduiunu 06a61eHUA 30 8B31A2aHE Ha nopesuxu)

(3a nopsuku, basupanu Ha pamxosu Cnopasymerusn; axo mosa ce U3UCKed — CMoiiHOCI Ha
nopwukama/ume sa masu napmuda, KOSMo,/KOUMo He e/ca sr0Uena,/ U e npeduwiHu 0basaeHUA 3a
8%3/102aHe HA NOPBUKU)

V.2.5) HHpopManua OTHOCHO B'b31aTAHETO HA MOAM3IIBJIHHTE/H

[] Uma BB3MoxHOCT nopbyKara Aa 6'b/ie Bh3JI0KeHa Ha TOAH3IIbIHUTE /u

CTOMHOCT WK AsUI OT MOPBUKATA, KOUTO € Bb3MOKHO J1a ObAAT BB3NOKEHH HA TTOAHBITBIHUTEMH ¢
Croiinocr, 6e3 1a ce sratousa J[JIC: Banyra: BGN

Han: %

KpaTtko onucanHe Ha fesia 0T nopbYKaTa, KoiTo e ObJe BB3/I0MKEH HA NOAUITBIHHTEH:

PA3/IEJI VI: JOITBJIHUTEJIHA HHOOPMAIIUA

VL.3) Homeanurenna nadopmaims; 2 ]

VI.4) Ilpouexypu no oG:xaisame

VI.4.1) Opran, KOATO oTroBaps 3a MpOoLeaYPHTE IO O0:KaTBaHe

Odununanno HauMeHoBaHHe:
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TapTuaa:

OBABIIEHHE 3A BB3JTOKEHA [IOPBUKA (Bepcua 7)

Komumcusa za 34dlMTa Ha KOHKYpeHUMATa

—

[ToweHcku agpec:
Oyn. Burtowa N 18, Peny&iuka Bwarapma 1000,

I'pan: IMToutercku xon: Jbpkapa:
Codus 1000 BG
Tenedon:
+359 29884070
Enexrponna nouia: Daxkce:
cpcadmin@cpc.bg +359 29807315
HurepreTt aapec (URL):

http://www.cpc.bg

VI.4.2) Opran, K0iiTO OTroBaps 3a NPoOLEAYPUTE IO Meavanus 2

Oduumnanio HaMMeHOBaHUE:

Iomencku agpec:

I'pan: ITomencku kopx; Jlbpaxaga:
Tenedon:
Enexkrponna nowa: Daxc:

Hnreprer axpec (URL):

VI.4.3) llogaBaHe Ha xaa6u
Touna uHbOpManHs OTHOCHO KpaeH cpok,/KpaitHH CPOKOBE 3a NoJaBaHe Ha kaibu:
un.197, an.l, 7.1 or 30Ol

VI.4.4) Cay:x6a, oT KOATO MO:Ke Aa 0be moxyyeHa uHGOPMAIHA OTHOCHO nojaBaHeTO Ha
HKaaou 2

Oduunanyo HanMeHOBaHME:!

ITomencku anpec:

I'pax: ITowmencku kona: Jbpxasa:
Tenedon:

Enexrponna noua: Dakc:

HnuTepner anpec (URL):

V1.5) JlaTa Ha H3NpalaHe HAa HACTOAIIOTO O0ABJIeHHEe
Mara: 26.03.2018 aa/Mm/rrer

INPUWIOKEHHE I'1 — OBIIIECTBEHMU ITOPBYKH

OcHoBaHu#A 3a BB3JIAraHETO HA NOpBYKaTa 6e3 MpeABapHTEIHO MyGIHKYBaHe Ha 0GABIeHMe
3a nopruka B Opunnasen Becruuk Ha EBponeiickus cpioa

Aupexrusa 2014/24/EC
(mo.u1s1, H3GepeTe choTBEeTHATA OIIIHA U NpeJcTaBeTe 00ACHEeHHe)

1. OcHoBaHuA 32 U360p Ha poUEayPa HA AorosapsAHe 6e3 NpefBapUTENHO Ny6INKyBaHe HA 0BAR/IEHHE 3a
MIOPBYKA B CHOTBETCTBHE C WieH 32 oT Jlupextra 2014/24/EC
Hsama odeprtu win Hama noaxoasmm otepTH/3aABIeHHA 32 y9acTHe B OTTOBOD HA
Plotkpura npouenypa
[Jorpanuuena npoueaypa
[J3a yesyrn/croku 3a HayuHOM3CIeN0BATEICK H PasBOiiHa J€HHOCT TIPH CTPOTUTE YCIIOBHSA, YKA3AHHU B
AupeKTHBaTa (caMo 3a J0CTaBKH)
CTpOuTENCTROTO, JOCTABKUTE MM YCIIyTHTE MOTAT Ja Obaar npeocTaBeHH caMo OT onpesesien
HKOHOMHYECKH 0l1epaTop NopajH CJIeAHATa TPHIHHA:
[CJorchersie Ha KOHKYPEHUNS 10 TeXHHYECKH HNPUYHHH
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Napriina OBABJIEHHE 3A BbITOKEHA TIOPBUKA (sepeus 7)

[Jobuiecrpena nopbuKa ¢ Len ch3gaBaHe Wik npunobHuBaHe Ha YHHKATHO [IPOH3BE/IEHHE HA H3KYCTBOTO
HJIH TBOPYECKO H3II'bJIHEHHE

[JsamuTa Ha M3KII0YHTETHE IPaBa, BKIIOYHTETHO IPaBa BbPXY HHTeJEeKTYaIHa COBCTBEHOCT

[ M3km0umTeIHH HEOT/IOAKHHU 0BCTOATENICTRA, TPEAM3BHKAHHN OT HENpeJBHAHMH 32 Bb3/Iaralius OpraH
CbOUTHSA, U B CHOTBETCTBHE ChC CTPOTHTE YC/IOBHH, YKA3AHH B AHPEKTHBATA

[JlombaHUTEIHA IOCTABKH OT ITPBOHAYATHHSA JOCTABYUMK, BB3IOKEHH TIPH CTPOTHUTE YCJIOBUA, YKa3aHH
B IUPEKTHBATA

[[|HoBo/# cTPOMTe/ICTBO/YCIIyTH, KOUTO TIPe/ICTaB/IABAT IOBTOPEHHE HA CBILIECTBYBALIM
CTPOHTEJICTBO/YCIIYTH ¥ KOMTO Ca Bb3/IOKEHH B ChOTBETCTBHE ChC CTPOTUTE YCIOBHSA, YKA3AHH B
JMPeKTHBAaTa

[|ToppuKka 3a yejiyru, NpeaxokaaHa 0T KOHKYPC 3a MPOEKT, Bb3/I0KeHa ChITTACHO [peJBHJICHUTE B
KOHKYPCa 33 IPOEKT MpaBi/ia Ha noGeinuTesIs UK Ha eIMH OT NoBeAUTETUTE B HETO

[JOcurypsipare Ha AOCTaBKH, KOMTO ca KOTHPAHH M 3aKYIIEHH HA CTOKOBA Bopca

IToxynka Ha OCTABKH MiTH YCJIYTH IPH 0cOGEHO H3TOAHHU YCJIOBHA
[[Jot mocraBunk, KOHTO OKOHUATE/IHO PEKPATABA CBOATA CTONAHCKA AEHHOCT
(CJor iMKBHAATOPH MM CHHAMLM NIPH HECHCTOATEHOCT, CIIOPA3YMEHHe C KPeIUTOPH WM CXOHA

npoleaypa CbriiacHo HalHOHAIHHTE [IPABUIIA W pasnopendn

2. Jpyru oCHOBaHHs 3a Bb3/1araHe Ha Mopbukara 6e3 npefBapHTe/IHO NyGIHKyBaHE HA IOKAHA 34 yuacrue

B ChCTe3aTesHa npoueaypa B OgunuaieH BecTHUK Ha EBponelickus cuio3

[]O6mecteenara nopruka He nomnaza B 06XBaTa Ha IPHIOKEHHE HA JHpeKTHBaTa

3. OGacuenue

Mons, obAcHeTe Mo sceH U pasbupaeM HAUMH 33110 BH3/IATAHETO Ha nophykata 6e3 npegBapuTesHo
ny6rukyeane B OduunaneH BecTHUK Ha EBPOTIEficKHA Chio3 e 3aKOHOCBHOOPA3HO, KATO MOCOYHTE
CHOTHOCUMHUTE (GPAKTH M KOTATO € YMECTHO, IPABHUTE 3aK/II0UeHHA B ChOTBETCTBHE C AMpPeKTHBATA:
(mMakcumMym 500 aymu)

C Pewenme N 3-188/12.09.2017 1. e orTkpura obmecTsBena rnopsYka ¢ NpenMeT:
+TINEPMOIOMYHO TIOBTAPAUM CE IOCTABKM HA JIEKAPCTBEHM [NPOOYKTH” 3A HYXIWNTE
HA ,YCBAJl NIO OHKONOI'MA” EALY, ny6nukyBaHa B ATEHUMATa N0 oBMLEeCTBEHU
nopedkM Ha 14.09.2017r. c N 00546-2017-0012, obSsBrueHme N 18-00-393 o
12.09.2017r. u OGsaBieHMe, nNySIUMKYBAHO [OI Homep 2017/S 176-360070 ot
14.09.2017r. B OdmumanHuda BeCTHMK Ha EC, M3MeHeHO C Pemenme =a
onotpasaHe Ha OOsABJIEHME 3a M3MEHEeHMe WM NONbLJIHUTEe IHA nHbopmanuma N 3-
195 or 28.09.2017r. u nybmmkyBako nom Homep 2017/S 188-385031 ot
30.09.2017r. B OpMuUMaNHMA BeCTHMK Ha EC. C Pewmenme N 2-261/17.11.17 1.
B:3/10KMTeNnAT, Ha OCHOBaHue un. 110, an.l, 7.1 or 300 e npexpaTu
ofuwecTBeHaTa NMOPBYKA B YACTTA M IO 0BOCOGEeHM nos3mummu Wt 1y 20F 285; 28,
27, 29, 35, 36, 37 or TexHMUUYECKaTa crnieuudmMrKaumsa, rnopanu Jurca Ha
nopnanedr opepTr. Iom HoMmep N 37 OT TexHMYeCKaTa CrHeUMOUKLMA UMEHHO e
npenaeuied npodykKT Pembrolizumab, powder for concentrate for solution
for infusion, nporHo3HO KomMuecTso - 144 ¢m. C OTNpaBAHEe Ha HacToAuWara
NOKaHa, Ha ocHoBaHue umx. 79, an. 1, 7.1 ot 30I, ce uUenu BBL3JaraHe Ha
efnHa ofocofeHa Mno3uuUMs, CBIJVIACHO IPMJIOXEHAa TexXHUYecKa crneuM@uKaumia,
HepasleysiHa YacT OT HacTosAlWara [NokKaHa, Pembrolizumab, powder for
concentrate for solution for infusion, 144 @u. upes npouenypa
loropapAaHe Se3 o0dBJIeHMe NPM HAM-MITOOHU 3a BBIJOKMTENHA YCIOBMA KaToO
OBPBOHAYAJIHUTE YCJIOBUA 3a& Bb3JlalaHe Ha NOPBYKATa HEe Ca ChUSCTBEHO
NIpOMEeHeH! ,

ITPUJIOKEHHUE I'5 — OBINECTBEHHU ITOPBUYKU HA HUCKA CTOMHOCT
OcHoBaHuA 32 BH3/IaraHe HA MOPBHYKA UPe3 NPAKO JOrOBaApAHE
3011
(Mo, M3GepeTe CHOTBETHATA ONIMA U NPeCTABETE OBACHEHHE)

1. OcHoBaHus 3a n360p Ha MpOLEAYPa Ha IPAKO J0TOBAPSHE
CTpouTeNeTBOTO, AOCTABKUTE WM YCIYTHTE MOTAT Aa 6haaT [PeJ0CTABEHH CAMO OT OTIpe/IesIeH
HWKOHOMHYECKH ONEpaTop NOPaaM CyleHATA IPHYHHA:

[JoTcheTBHe Ha KOHKYPEHUMSA MOPAIH TEXHHYECKH IPHYMHY

[Jo6wecrnena nopruka ¢ uen chapasane win npugobusane Ha YHUKAQJIHO TIPOM3BeZ€HHE HA U3KYCTBOTO
HJTH TBODYECKO H3II'bIHEHHE

[JsammTa Ha USKIIOYMTEIHH TIPABA, BKIIOYHTENTHO [IpaBa BbPXy HHTEJIEKTYATHA COOCTBEHOCT
[J3a yesyru/croku 3a HayuHOM3CIE0BATE/ICKA U PA3BOHHA JIEHHOCT NPU CTPOTHTE YCJIOBUSA, YKA3aHH B
30II (camo 3a nocTaBkH)

[onbauurennu nocraBku ot TEPBOHAYATHIA 0CTABUMK, BH3JIOMKEHH NPH YCIIOBHATA, ykazaHH B 3011
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Mapriaa OBABJEHHE 3A BB3JIOXEHA NOPBYKA (Bepcus 7)

[]TIpeamer na mophukara e ocTaBKa Ha CTOKA, KOATO Ce ThPIyBa Ha CTOKOBA 60pca, ChIIacHO CIIUCHK,
0n00peH ¢ akT Ha MUHHCTEPCKHA ChBET, 110 NIPE/UIokeHHe Ha MHHHCTBPA Ha QHHAHCHTE
ITokynka Ha JOCTABKH WIIH YCIIyTH IPH 0cOBEHO H3TOAHM YCJIOBUSA
[Jor mnocrapuuk, koiiTo oKoHUaTeNHO NPeKpaTaBa CBOATA CTONAHCKA JAeHHOCT
[]oT IMKBHAATOPH HTH CHHAMLH NPH HECECTOATE/THOCT, CHOPa3yMeHUe ¢ KPEAHTOPH MITH CXO0/IHA
NpoLeAypa ChITIACHO HALMOHATIHUTE IPABHIA H pasnopeatu
[JTIopwukara e 3a yeayru, npeaxoxaasa ot KOHKYPC 3a [1POEKT, Bb3JI0XKeHa CBIJIACHO NPEABHCHUTE B
KOHKypCa 34 IPOEKT NpaBua, Ha NoBeaNTE A T Ha eIuH OT NobeAuTe/INTe B HEro
[ ]Heo6X0aHMO € HEOT/IOKHO Bh3/laraHe Ha NOpBUKATA MOPaJH H3KIKYHTEIHH 06CcTOATE ICTBA,
TIPEAU3BUKAHH OT CHOMTHA, KOUTO He MOTAT Aa ObAAT NPEABHAEHH OT BH3/IOKHTENS H HE € Bb3MOXKHO
ClassaHe Ha CPOKOBETe Mo Wi. 178, an. 2 1 3 ot 3011
[Jllpouenypara 3a b3narase upes mybGJIMYHO ChCTe3aHHe e IPeKpaTena, Thil KaTo HAMA oAaAeH:
otepTH WK NoafeHuTe odepTH ca HeMOAXOAAIH H I'bPBOHAYAIHO 0DABEHUTE YCIIOBHA He ca
CHIIECTBEHO IPOMEHEHH
[[]3a mHOrO KpaTKO BpeMe BE3HHKHE Bh3MOIKHOCT Aia Ce TOJIy4aT A0CTABKH WIH YCJIYTH, TPH 0c00eH0
HSTOAHH yCTOBHA H HA LieHa, 3HAYHTE/IHO [0-HHCKA OT 00HYaifiHATe Na3apHH LeHK
[[JHeobxoanmo e nosropenne Ha CTPOHTEJICTBO MJIM YCTYTH, BB3M0AKEHH OT ChIHA BH3/I0MKHTEN/H Ha
I'’bPBOHAYA/IHUA UBTTBITHUTE/I, IPH HAJIMYHE HA YCJIOBHMATA, TOCoOYeHu B 3OTT
[[JO6wecrrenara [OpYKA € 33 yC/Iyrit TI0 MpiioxkeHne N2 2 1 e Ha CTOWHOCT 10 w1, 20, ajl. 2, T. 2 o1 3011

2, O6sacuenue

Mons, obsicHeTe No siceH M pa3GHpaeM HAYMH 34I0 BH3ATAHETO HA NOPBUKATa YPe3 MPAKO JOTroBapsaHe e
3aKOHOCHOGPA3HO, KATO MOCOUHTE CHOTHOCMMHTE (DAKTH M KOTATO € YMECTHO, IPABHHTE 3aK/II0UEHHS B
cboTBercTBHE ¢be 3011 (Makenmym 500 aymu)

BbanaratuaT opran/Bb3anomKUTeN AT HOCH OTTOBOPHOCT 3a TapaHTHPAHE Ha ClIa3BaHe Ha
3aKOHOAATETICTBOTO HA EBPOTIeficKHA CHI03 1 HA BCHYKH TIPIJIOKHMH 3aKOH.
MONA, NOBTOPETE, KOMKOTO MbTH € HEOBXOAMMO
B NPUIOKHUMMTE CAyYau
aKo Tasu MHpOPMaLHA e U3BECTHA
3aabmkUTENHA MHPOPMAUMA, KOATO HE ce NYBMKYBa
MOXe Aa 6bje NPUCBAEHA 3HAYMMOCT BMECTO TEMECT

MoXe aa 6vae NPpUCHAEHA 3HAYMMOCT BMECTO TEXECT; ako ueHaTta € e JUHCTBEHHAT
Kpmepwﬁ 3a Bb3NnaraHe, TeXecCTTa He ce H3|"|9}13Ba
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