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PEIIEHUE (sepcis 4)

ATEHUMA MO OBWECTBEHW MOPBYKN
1000 Cochus, yn. Nere 4

(akc: 940 7078

e-mail: rop@aop.bg, e-rop@aop.bg

nHTEpHeT aapec: http://www.aop.bg

PEMIEHUE

[TTpoext Ha pemenue
X Pewenue 3a nyoiukysane
Homep: 45 QT 17/12/2015 na/mm/rrrr

[1A) 3a otxpusane ma npouejiypa
[_1B) 3a npomana

EB) 3a MpeKpatrTsaBaHe Ha IIPOLICAYpa 3a Bb3JlaraHe Ha O6H_leCTBeHa nopbr4Ka

O0exkTbT Ha001IECTEREHATA HOPBYKA € M0}
D ui. 3, ajt. 1ot 30I1
[ 3, an. 2 ot 30I1

[_|Copraacen cem AOIT na usnpary janHuTe, HeoOX0AUMH 3a MyOanKyBaHe Ha OOsaBIIeH e 38
AOITBJIHUTENHA nHbOopMaLHst, HHOpMAaLIMs 32 He3aBbpILIeHa NPoLeLypa WU
CORRIGENDUM, no Odunuanen BectHuk Ha EC B choTBeTcTRHE ¢ OOIMTE yea0Bud 3a

HM3IIOJI3BAHC Ha ycjlyrata EJ’IeKTpOHCH moagaTel

JIEJIOBOTHA UH®OPMATIHS

JenoBoana nndgopmanus

[Taprina na geanoxurena: 00232
Ilopenenne: . '

Wsxomsut Homep: 1518 or mara 17/12/2015
KomeHTap Hd BBITOKHATEN:

00232 ‘

00232-2015-0009

oI Ve #03 124

PA3JEJI I: Bb3JIOKHUTEJ

Mo wi. 7, 1, 1-4 ot 3011 (k1acuuecku)
[ o un. 7, 1. 5 wnm 6 or 30I1 (cexropen)

1.1) Haumenosanue u ajpec

OduumanHo HAMMEHOBaHWE

KomMmmyexkceH OHKONOTHMUYEH LeHTLp - Byprac EOOI

Appec 1

Oyn. Credpan CrambosoB 73, XupypruueH kopllyc Ha MBAJI-Byprac Al,

emax 7/

['pan [Tomencky Ko Jlbpxkapa

Byprac 8000 Penytnuxa
Brarapusa

3a KOHTaKTH, Tenedon

6yi. CredpanH Crambosos 73, 056 866404

XupyprudueH kophyc Ha MBAJI-Byprac

All, eTax. 7

JIuue 3a KOHTaKT
PymsaHa KomuTOoBa

Enexrponna noia
odisp@abv.bg

daxkc
056 859830

HurepreT aapec/u (KOraTo e IpUiI0KIMO)
AJZpec Ha BB3NOKUTEIS:
www.onkobs.bg

YHII: £34da874-0aa4-43d3-9bac-f8cebl84e6ced




[lapTupa: 00232

PEUIEHUE (pepcus 4)

Anpec Ha npoguia Ha Kyrnysava:
http://onkobs.bg/?p=2571

L IMunucTepeTBO Wi Apyr AbpIKABEH OpraH,
BEKJMOYHUTEIHO TECXHH PCrHOHAJIHM WJIH
MECTHH MOAPa3/e/cHHs

[Haumonanua arenuusa/ciyxba

[ IPervionanes wix MecTeH oprasn

[C1Pervonania unu mectHa arenuus/ciy6a

X My6auunonpasua oprasvsanus

[JEeporneiicka MuCTHTYIIA/areHIMs HITH
MEACILYHAPOJHA OPraHn3aLns

[ JHpyro (mons, yrounere):

1.2) Bua ua su3jiomaTessi 0 ocuoBua geiinoer/i;
(momb/Ba ce 0T BB3N0KHTENN 1o wWi.7, T.1-4 o1 30IT)

[ JOGuieeTsenn yenyru

[]Or6pana

[ JOGwecrsen peq u curyproet

[ 1Oxonna cpena

[ JMkonomuuecka u (puHaHCcOBA JEHHOCT

X 3npaseonassane

[ JHacranssane/SKHIHLLHO CTPOUTENCTBO M
MECTA 32 OTJIMX H KyNTYpa

[JCoumanna saxpuna

[ ]OTaux, kynrypa u penurus

[ JOGpazopanue

[:]ﬂ,pyro (MOJS, YTOUHETE):

NPUPOJIEH ras v TOMIMHHA EHePTrus

[]Enexrpuuecka eneprus

[ITupcene, npoyurarne uin nobus Ha
NPHUPOJEH raz uik HeT

LI Tspeene, npoyusane wiu ao6us Ha
BBIVIMLLA WM APYTH TBLPAW FOpUBa

[ 1Boaa

L.3) Ocunopna geiinocr/n na Bu3J0suTeis, CBLp3ana/u c;
(monmLapa ce OT BLAIONMTE 10 |1, 7, T.5 unu 6 or 30I1)
[LIlMpousroacTso, npenoc u pasnpeneneHue na

[_Towencku yenyru

[Kenesonwruu yenyru

[T pancky sxxenesonsTHH, TpamBaiim,
TpoieiOycHu uinn apToBYCHU yeryru

Dl‘[pmcw‘m IMLIHK AeHHOCTH

[ Ileruiim fnefnoctu

B) 3A IIPEKPATSABAHE HA ITPOIEJAYPA 3A Bb3JIAI'AHE HA

OBIIECTBEHA NIOPBHUKA
II: OGIIECTBEHA ITOPBYKA

I1.1) O0exT HA HOpPBYKATA
[ICrpouTtencrso

X Mocrabky -

[1Yenyru

IL.2) HanmeHoBanue HA HOPBYKATA, HPEIOCTABCIO OT Bh3JAralMs OPras/Bb3J105KATENs
(KaKTO €,10¢0'eN0 B OPHIHHAIIOTO 00sIBJIenne)

JocTapka Ha WecTHaOeCceT HOMEHKJIATYPM JIeKapCTBEeHM NPOAYKTHM 3a
JeUeHMe Ha OHKOJIOTUUHM 3af0JIIBAaHMSA MO . NPUJOXeHa CchneumdrkKanmud

I1.3) Kparko onucanue na nopbukaTa (KAKTO € NOCOYelo B OPHCHHATHOTO 00sIBIenne)
llocTaBka Ha WecTHaZeCeT HOMEHKJIATYPU JEKAPCTBEHM NPOOYKTH 3a

JiedeHue

Ha OHKOJIOI'MYHU BaéoﬂﬂBaHMH,

IO TIPUMIIOXEHAa CH@HM@MK&MMH.

HeKapCTBeHMTe NpoagyKTM, BKJIWOUCHM B clHelubdMkaumdaTa ca MIBNMCAHU 110

AHATOMOTEpAalleBRTUYEH KOI
HauMeHoOBaHMe (INN),
Op.), TPOTHOZHU KOJIUUYECTBA.
obocobeHa MOBUMLMA.

(ATC),

MeXIYHapOOHO HeNaTeHTHO
JekapcreeHa ¢Qopwma,

Mapka (mg.,mcg.,I1U0,DDD u

Bcaka HOMEHKJIaTypa € CaMOCTOATEIJIHO

[IpennarraHuTe JIEKapPCTBEHM IMNPOOYKTM IIO HOBULIUM OT CH@HM@MK&HMHTa,

UMMTO HOMepa Ca oTBessasalHm CbC 3Be3OM4YKa,

—- nosuumm N 7* m W 8%,

a MMEHHO:

cijenpa InOa ca IlpeldHalB3HaudeHuW 3a JIedeHMEe Ha

NallMeHTr: ¢ TYyMOp-—~-MHIOYUMPaHa XUIlepKaJluueMmsd;
- nosuuusa N 4* cinenpa na e InpegHasHadeH 3a JiedeHMe Ha

OHKOJIOI'MYHN Ba@OHHBaHMH,

KoeTo ODCTOSATEeJICTRO Ia € IIOCOYUEeHO B

YHIL: £34da874-0aa4-43d3-9bac-fechidencel
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[Taprupa: 00232 PEIUEHUE (sepcun 4)

PaspemeHMeTo 3a yHOTpeéa Ha JieKapCTrBeHUud NPpOOyKT.

Onpene.HeHMTe B cueuupukaumaTa IIPOTTHO3HM KOJIMYeCTRBa JIeKapCTBeHU
OPOOYKTH 'He 3anbJiXaraT JIeue®OHOTO BaBeleHMe na I'M 3akylu.
BaKYHeHMTe rRoJudecCcTBa JIeKApPCTBeHM IIPOOYyKTU e Ca c%o@pasﬂo
peaJIHnTe HYyXOVM Ha Jeue®HOTO R=RaBeleHue.

I1.4) O6ur repmurnosiornued peunuk (CPV) (Kakro € nocoueno B OpETHIAJINOTO
o0siBaenIe)

OcH. xoa Hoir, ko (koraTo e NPHAOKHMO)
Ocu. npeamer 33600000

11.5) Buj ma npoueaypari (KAKTO € IOCOUCHO B OPHTHHATHOTO 00sIBJIeHHIE)

[Tonbaga ce o1 BB3JIOkKKTEN 110 WI.7, T.1-4 ot 3011

OTtkpurTa nponenypa X Vckopena Ha norosapsie ¢ 0GsBIeHMe L]
OrpanudeHa nponeaypa [1JloroBapsite Ges obsBeHme L]
YckopeHa orpaHuueHa Ipoueaypa [ 1Koukype 3a MPOEKT - OTKPHT ]
CoeresaTelieH aualior [ JKonkypc 3a mpoekT - orpaHuyeH L]
Horoapsye ¢ obsBaeHuUE ]

Tlonenea ce oT BL3JIOKUTEN 110 W7, T.5 win 6 ot 3011

Otxpura npouenypa [1lorosapsne 6e3 oGsasienue L]
Orpanuuena, npouenypa ‘ [JKonkype 3a IpoeKT - OTKPUT L]
JloroBapsiHe ¢ oGaBneHue [ |Konkype 3a npoekT - orpaHi4eH []
II: AIMUHUCTPATUBHA THOOPMALIMSI

Ipouexypara e oTKpUTa ¢ pelleHHe

Homep: 38 o126/10/2015 gp/mm/rrrr

I11.2) PedepenTen HoMep HA JOCHETO, U3AAACH OT Bb3JATALLHS OPran/Bh3JI0KHTE/IR

(KaKTO € nocoueno B OPUrHIAJINOTO 005IB/IEHHE, AKO € NPHJIOKHMO)

00232-2015-0009

I11.3) CopaBka 3a o00siBJIeHHS], TIOJAJeHN 110 JIEKTPOHCH BT (AKO € U3BECTHA)
[ISIMAP
X Ynsinomouen norpeGuren ua POIT/ upes yenyrata "Enexrponed nogarest”

loguna u nHomep Ha gokymenTa B POIT: 2015-694161

I11.4) ToxymenT, 3a KoiiTo ce oTHACT TA3H HYOJIHKANMAS (B NPUIOXKAMHTE CJIy9aln)

[11.4.1) Homep na obsenernero 8 OB: 2015/S211-382397 o1 30/10/2015 npn/mm/rrrr

[1.4.2) YHuukaneH Homep Ha ropbpuakara B Persctbpa Ha obmectserure nopbuku: 00232-2015-
0009(nnnnn-yyyy-xxxx)

I11.4.3) Bun Ha oKyMenTa B PerucTspa Ha 0GLIECTBEHNTE MOPHUKK: peLICHHe 1 00ABJICHHE 33
MophUKa

111.4.4) Homep ua nokymenTta (ID Ha nokymenTa) B PerncTbpa Ha 0OIECTBEHUTE MOPBYKH:

694161

(Axo B nosie 111.4.3 ¢ usGpano "perrenue u obsBieHne” ce Mocousa HOMepbT Ha OOSBIEHUETO B
POIT)

11L.5) Jara na usnpamane ma opHrHHAJINO0TO o0siBJenne/pemennce

Jara: 27/10/2015 po/mm/rrer

IV: ITIPEKPATSIBAM

[]npoueg;.ypa 3a Bb3JlaraHe Ha OOLLECTBEHA 110PbUKa

X o6ocobena mo3VIMs/MOZULMA OT NpoLEeypa 3a Bb3jlaraie Ha o01IEeCTBEHA 10pbUKa

IV.1) IIpaBHo ocriosamue

Yn.39,a1. 1,7, or30II Xl
Y. 39, an. 2, 1. ,bykea ot 30I1 [l

YHI1: £34da874-0aad-43d3-9bac-f8ecb84e6eel



TMaprupa: 00232 PEMEHME (epcua 4)

TO4Ka: 1

Oykpa: [Ja L6 (s

IV.2) MoTHBE 33 IpeRpaTsBaIle HA npoUeypPATa/caMoCTOSATEH0 000c00EHATA MO3KHITHSI

B CpOKél, OolperneJjyieH C pelleHMeTO U o0ABJIIEHMETO 3a OTKpPpMBAaHE Ha
npouenypara, He e nomaigeHa HUTO epjHa odepra 3a deTUpu 000COoBeHH
IIO3ULUMM O"I‘ CHeLI,quMKaLLMHTa.

(Kparxko onucativie Ha (pakTHIECKUTE 0OGCTOATEIICTBA, KOUTO 00YCIABAT NPEKPATABAHETO HA
CLOTBETHATA [1POLIE/LYpa)

IV.3) Onucanne na camocrosiveno o6ocoGeHHTe MOZHIME (KOTATO € IPAJIOKHAMO), 32
KOHTO Ce IIPEKPATIBA IPOoNeaypaTa

[Ilpouenypara ce npexparsasa 3a ClelHuTe O0D0COBEeHM NOSULUN:

2 NO7BCO1 Buprenorphine (as buprenorphine hydrochloride)
nepopasiHa dopma mng 52 500

g* MOSBA0G6 Ibandronic acid nepopaJjiHa dopma mg 73 500
10 LO1XX23 Mitotane nepopajiHa dopma mg 170 000

12 NO2AAOL Morphine nepopaJjHa dopma mg 200 000

IV.4) Haji-uncka odepupana meua

(mocouea ce, KOraTo NpoLEe/ypara e npexpaTela nopay HajsHasare Ha (UHAHCOBUA PeCcype
HA BB3JI0IKUTENS)

IV.S5) llopbukaTa mosxke 1a Gbje npevMeT HA NOBTOPIHO HYOJIHKYBATIE Jla X He [

V: OBXKAJIBAHE

V.1) Opramn, KoiiTo 0OTroBaps 3a MPONEAYPHTE 10 00KAIBANE

Odrumanio HauMeHOBaHue
KoMucus sa 3ammra Ha KOHKYPEHLUUATAE

Anpec
Byi. Buroma N 18

['pan TomeHeky ko Hbpxasa
Codums 1000 PenyO6Jiuka
Brarapusa
Tenedon
02 9884070
Enekrponna nouia dakc
cpcadmin@cpc.bg 02 9807315

Hnrepuer anpec (URL):
http://www.cpc.bg

V.2) Cpok 3a mogapaue ua xajaéu: ebriacuo w120 or 3011

VI: JIPYT'A HHO®OPMALIMSI (korato e npujiosknmo)

VIIL: JIATA ua nm3npauane Ha HACTOAUIOTO PeHICHEe

| Jlara: 17['12/2015 JU/MM/TTIT

Bn3joxure:

YRIT: f34da874-0an4-43d3-9bac-Seeb84ebeel 4



Taprisa: (00232 PEIIEHME (sepcus 4)

Tpute umena:
/momnuc v nevar/
Io-p XpucTo Heuer Jleuer

JIbKHOCT: |
VOpaBuUTeI

VHIL: £34da874-0uad-43d3-9bac-tBeeb84e6eel 5



