Iaprnaa: 00546 MHOOPMALIKA 3A CKIOUEH AOTOBOP (eepeua 4)

ATEHLMA RO OBLLECTBEHW NOFBbYKA
1000 Codma, yn, Nere 4

A 0 H e-mail: pk@aop.bg , aop@aop.ba
N WHTepKerT appec: hitp://www.aop.bg
NHOOPMAIINA 3A CK/TIOUEH JOTOBOP

JEJIOBOAHA HHDPOPMAIIMA

Jenosogua nHGoOpMais
[lapTHAa Ha BBII0KHTENA: 00546

IMonenexue: CBA.HM’ -
Haxomaiy Homep: -Uéwe-- ?ﬁ—-z:-z-f -------- oT Aara 02/06/2016

KoMeHTap HA BB3JIOKHTENA:

PA3JEJ I: BB3JIO2KHUTEJI

1.1) HanMeHOBAHME, AAPECH M IMUA 34 KOHTAKT!

O¢uLMaTHO HAMMEHOBaHHE
Cneuvanuaupana GONHMLAE 3a AKTWMBHO JIeUeHMEe No cHkonorma EAIL

Anpec
ya. [nopauBcko nojge W6
Tpag TTolIeHCKHY Kop, Jspaaea
Codus 1756 Penybnuka
Benrapmna
3a KOHTAaKTH TenedoH
ornen Npaeed M OCNECTBEHM HNOPBYUKM 02 8076355
JIune 3a KOHTAKTH
Baus Bacunesa, Cuneua MapuHoba, LUseTonwba Bacera
EnexkTpoHHa nowa Pakc
tzvaseva@sbaloncology.bg 0z 8706321
HMurepHeT anpec/n (KOraTo € IPHI0KHMO)
Agpec Ha pranoxuTens (URL):
www.sbaloncology.bg.
Aapec Ha npoguia Ha xynyeada (URL):
http://procurement.sbaloncology.bg/?
q=page&idd=index&porachkaid=20160412LlPs791523.
1.2) Buj Ha BRAJIOMKITE M OCHOBHA /M AeilHOCT/H:
[(IMunncrepeTBo MM APYT ABP:KABEH OPTaH, [[]O6mecrBenn yoIyTH
BKJTIOUMTENHG TEXHY pETHOHAIHH HJIH MECTHH [[JOr6pana
IO pa3AeseH s [[JOGumecrsen pen u cHIypHOCT
[[JHanuoHaHA areHIRA/ cyxba [JOxonHa cpesa
[[]Peruonanen wiK MECTEH OpPTaH [JHxkonomMuuecka 1 duHAHCOBA A€HHOCT
[ ]PeruonanHa wix MecTHa areHumsa/cnyxba D 3npaseonaseane
X [Ty6nuuHonpaBHa Opranu3alus [JHacransaBaHe/>KATHIIHO CTPOMTEICTBO H MECTa
[C]JErponeiicka HHCTHTYT{MA/ATEHLIHA WIH 3a OTAMX M KYJITYpa
MEX/IyHAPOAHA OPTAHH3ALHA [C]Couranna saxpuia
[C1pyro (Mois, yTouneTe): [(1Oranx, kysnTypa U peTHrus
[[JO6pasopanue

C]Apyro (Mons, yTousere):

Bba/I0:KMTe/ AT Bh3JIAra OGINecTEeHa IIOPLYKA OT HMEeTO Ha APYT/M Ha[] He[X
BBHII0KUTEN, H
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TNapruza: 00546 HHSOPMALIMA JA CKITIOYEH HOFOBOP (pepcna 4)

PA3JIEJI II: OBEKT HA OBINECTBEHATA IIOPBYKA

I1.1) Onucanne

I1.1.1) HaumeHOBAHME HA NOPBYKATA, AAACHO OT BB3JAOKUTENAL
JlocTaska Ha NeKapcCTBeH NpOOYXT Medronic acid (MDP) 5 mg no pena Ha
Hapenfa W 10/17.11.2011 1. Ha MMHMCTEPCTBOTO Ha 30pPABeCNa3BaAHETO

I1.1.2) O6exT Ha MOPHUKATA M MACTO HA HINBIHEHUE HA CTPONTE/ICTBOTO, IOCTABKATA MM

ycayrara
(MaGepeTe camo eAMH 0GeKT — CTPOMTEJICTRO, IOCTABKH WIH yCIYTH, KOHTO CHOTBETCTBA HA KOHKPETHHA

Ope/MeT HA BAILATA HOPEYKa)

[ ](a) CrpouTeacTBO (6) JocTaBku [ 1{B) Ycayrn
[ JHsrpaxknane P oxynka Karteropus yeayra No
[(Jlipoexrrpane u HITBAHEHNE []/Tuzunr CBI/IACHH JIH CTC Ta3H
[J{smrbiaHeHuEe ¢ KAKBHTO H A [[JHaem nadopmanusa aa bnae
€ cpefcTBa HA CTPOHTEJNICTRO, [JHoxynka na uamiamane nybauKkyeaHa? (33 MOPBYKY 0
ChOTBETCTBAILO HA [JKom6nuamma or HabpoeHnTe KATeropuu ycayTH 17-27; MOJIA,
H3HCKBAHUATA, OTIPeAes1eHH pixre Ipunoxerue B)
OT BB3I0KUTETIUTE HNa[] He[]

OcHOBHA IVIOINAJKA WIH MACTO HA H3NLJIHEHHE HA CTPOMTEJICTBOTO, MACTO HA JOCTaBKAaTa H/IM MACTO HA

TIPeAOCTABAHE HA YUIYTHTE
SonuMuHa anTexka B ,CBAJNl no oHxojorua“ EAHL, Ip. Codus, yn. ,IIOBIMBCKO

none™ N 6.

xop NUTS: BG411

11.1.3) Hacrosmara nHPOPMANHI 3a CRIHUEH AOTOBOP € BBB BPBIKA L (xoraro e

APIIOKIMO)
[ ]PamkoBo cnopasymeHHe [MZlunamMuuHa cucTeMa 32 JOCTABKH (ach)

IL.1.4) KpaTko onHcaHue HA AOTOBOpa/CropasyMeHHeTO — MPEAMEeT H KOJIHYECTBO
IocTaska Ha JeKapcTBeH nNpoOykT Medronic acid (MDP) 5 mg no pena Ha
HapenBa N 10/17.11.2011 r. Ha MMHMCTEPCTBOTO Ha S3OpABEONASBaHETO

11.1.5) Koa chraacHo DGIHA TePMHHOIOTHMCH PEUHITK (CPV)

OcH. KO Jost. koA (KoTaTo ¢ TPIIOHKIMO)
OcH. nnpeaMeTr 23600000
11.1.6) TMoppukaTa € upegMer Ha CiopasyMeHHETO 34 ABPMHABHH NOPBHUKH Ja[] He[]

(GPA) Ha CBeTOBHATH THPrOBCKA OPraHU3AIHA

IL.2) O6ma KpaiiHa cTOHHOCT HA [OTOBOpA/HTE

11.2.1) OGwa CToMHOCT Ha AoroBopa/uTe (B mudpn)

(MoJis1, TOCOYETE CyMaTs OT CTOHHOCTHTE HA BCHYKH JOTOBOPH Ge3 ga praoyBa  CroifHOCT HA
no o6ocobeni TO3UIINH U OILHHK; 33 BCEKH OTASEH I0TOBOD, pioniousa  AAC JAC (8 %)
nomwsauere pasaen V. Cilo4BaHe HA JOTOBOD) onc

Crojtnoct: 8280 Banyra: BGN 1l ™ npu 20
HITH

Hal-HHUCKA

Le’a

Hali-BUCOKA Banyra: M| U IpH

LueHa

KOWTO Ca B3eTH NPeABUL

PA3JEJ IV: IPOLEOYPA
1V.1) Bua mpoueaypa

IV.1.1) Buz nponeaypa

] Orkpwura

[0 Orpauvuena

[] Vekopena orpanudena

[ ] CwcrezaTernen auancr

[] Aoropapsue ¢ 06sBACHHE

[[] Ycxopena Ha AoToBapAHe

B lloropapane bes obaABIeHHE \ Q\
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MapTuna: 00546 HHGOPMALTAA 3A CKIMKOYEH BOTOBOP (pepcua 4)

[] Bvanarare Ha opbukz 0e3 IPEeABAPUTEHO My6/IHKyBaHe Ha obasnenue (B caydauTe, H3Gpoenu B 6yKxBH
K) H 71} ot npunoxenue )

(cHOBAaHMA 3a BBAMATAHE HA NOPRYKA 3 NipefBapUTenHo nyfnKysaHe HA 0GABIEHHE: MOJA,
HomBIHeTe npunoxeHue I’

1V.2) Kpurepuii 3a ongHra Ha odeprvre

IV.2.1) Kpurepuii 3a oileHKa Ha odepTHTe
(mons, oTbenexere)

D uait-uucka ueHa

Uy
[uxonomuueckn Haii-naroana odepra MPH CACAHHUTE NOKAZATEIH

IToxkasaTean Temxecr
IV.2.2) H3moJ3BaH € e;IeXTPOHEH THpPr Ja[ 1 HeX

IV.3) AaMmuHHCTPAaTHBHA HHOOpMAaHA

IV.3.1) HaentadukallHioHeH HOMep Ha MOPBYKATA, ONPeJesIeH OT Bb3IOAKNTE/ 1A (xoraro e
NPHMIOHIMO)

1V.3.2) Ilpeauuminy myGIHKAILHH, CBBP3aHM CBC ChIUATA NNOPBYKA HOal ] He X
AKO 714, MOJIA IOITBAHETE:

[llpensaputenyo o0ssaenue 3a Ol unu [[]O6aenenne Ha npoduia HA KYIyBava
Homep Ha o6saBiaenuero B POIT: 0T

[L]OGaBnenne 3a 001ecTB2HA MOPHLYKA UIH []Onpocteno o6apnenne 3a JHHAMM'THA CHCTEMA 34
aocrasky (OCT)

Howmep Ha o6asnennero s POIL: oT

[C] O6asnenne 3a 1o6poBoaHa IPO3PAYHOCT €X ante
Homep Ha o6asneduero B POIL: oT

[ Apyru npeguiusn nyGaukanuu
Homep Ha o6asnenunero B POIL: oT

PA3JEJ] V: CKJIOUYBAHE HA TOT'OBOP

Horosop No: 14-40 Obocobena nosunusa N9: HauMeHoBaHHAE

V.1) laTa HA CRAOYBAHE Ha JOTOBOPA
Jlara: 30/05/2016 an/MM/TTTT

Jlara Ha penIeHHeTOo 3i Bb3JaraHe Ha NOPBUKATA
Hara: 10/05/2016 aa/Mm/rrrr

V.2) Bpoil Ha noJaydeHnTe odepTH: 1

V.3) HauMeHOoBAHHE 1 agpec Hi H3NBJIHHTE/IA

O¢uumanto HanmeHosanue 1 EMK (koa no Byscrar)
,EnexrponxoMmepc™ EOCOI EMK: 831635532

Anpec
vi. ,CaMoKoBRCxo moce” N 1
I'pan TloweHCKH Kop, Aspxraea
rp.Codua 1138 PenyGnuka
EwnrapuAa
Tenedon
02 9736277
Enextponna noma Dake
02 9753360
Hurepuer agpec (URL):
V.4) Hudopmanna 3a crofiHocTTa Ha Aorosopa (B nugpm)
Ges ga BrmwvBa  CTOHHOCT Ha
sxmousa  JJC IIC (B %)
AAC
ITbpBOHAYAHA MIPOTHOZHA 00IA CTOHHOCT Ha A0roBOpa (KoraTo e IpHIOKHMO)
Croiinoct: Basyra: | |:| npu

Kpaiina 0611a cToiiHOCT HA IOTOBOPA \ n
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MMapTuaa: 00846 HHOOPMALIMA 3A CKJIOUEH 0T OBOP (sepckd 4)

CTOHHUCT” BZBU.UU BOTyTd, BGN 3 X IpH ZU __T

WM
Hafl-HHCKA
ueHa

u
Haii-BUCOKA BasyTa: O 0 npu
eHa

KOUTO €4 B3eTH NpEeIBHI

B 3aBMCHMOCT OT TOBA JATH ce COMH rOJAHMIIHA HIH MeceuHa cToMHOCT (MOJIA, mocovere}:
6poii roAHHH una Gpolt Mmeceud

V.5) IIpu M3ITRIHEHHE HA IOFOBODA lie YJacTBAT 0N BIHHTEIH a1 HelX
AXO 74, IOCOMETE CTORHOCTTA WM AEJIa OT OT0BOPA, KOHTO e Ce USBIHARA OT HOAM3THIHHTENN
Croiinocr, 6ez Aa ce imoasa JJLC: Banyra:

Han: %

"] He e n3BecTHo

KpaTko onucaHKe Ha Aesa (cTOHOCTTA) OT A0TOBOPA, KOHTO e Ce NIMMBJIHARA OT DOAMZI'BAHUTEIH

(HBHOHBBaﬁTeTOSHpaSHeHTOHKOBaH%TH,KOHKON)BHGOﬁXDﬂHMO)
PA3JEJIVI: IPYTA NMHPOPMAIINA

VI.1) [loppuKaTa € CBBP3AHA C IPOEKT 1/HH MPOrpamMa, KOUTO ¢a Oa ] He[®
(Ppunancupanu ot GQoHAOBE HA EC
AKO /13, I0COYETE POEKTa 1/ HiTH porpaMara;

VI1.2) [lorbIHHTE THA MHpopmanus (koraTo e TPHIOKHMO)

lpeasul HaJauuMeTo Ha ChelHa HeoOHXOOMMOCT OT OCMIYpABaHeTC Ha
fexapcTBeHMs NPOAYKT OT efHa CTpaha, U HaUMuMUeTo Ha €OMHCTEBEEH BB3MOXEeH
gocTaBuUMK OT IOpyra, cuMTaMe, Y€ ca Haimue npednoCTaBKUTe 38 NpOBeXIAHE
Ha Opoueaypa Ha ACTOBapAHE Ges ofapfenue no pena Ha un. 90 an.l 2.3 u
.4 or BOI. OporHosHaTa CTOMHOCT Ha MOPBHUKATA € 8280,00 ne. (oceM
XANIAOVM IOBecCcTa M ocemueceT as.) Bez IOOC. lipenemn bakra, Ue ofmaTa
cTOMHOCT Ha NOPHLUKM ¢ NpeAMeT, CBBP3aH C OOCTaBKa Ha JeKapCTBeHM
NpoOyKTH, KOWMTO WEe Ce Bb3JaaraT 34 HyxmmuTe Ha CBAJNO EAIl npes 2010 r. ¥ B
upmTo OBW NpenMeT BAM3a M HACTOAMATE MOPBUKA, e B pasMep CcBHOOpPA3HO
nparoseTe no 4m. 14, an. 1 or BON, cuuraMm 4e peleHMeTC 34 OTKpMBaHS Ha
npouadypara no Wi. 90, an. 1, 7. 3w T. 4 or 3000 nonaexy Ha
npeasapnTened KOHTPOJI OT AQIl. TopenoCodeHMTE OOCTOATEJICTRBA HABAT
OCHOBaHMe OHa ObAs NPUIICKEeHa HOpMaTa Ha 4n.90, an.l, v.3 u 7.4 or 3011,
KaToO BBSJATaHEeTo Ha nopbuxaTa 3a ,JoCcTaBka Ha NexkapcTBeH OPOAYKT
Medronic acid (MDP) 5 mg no pena Ha Hapenfa W 10/2011 T. =Ha M3" OBOe
M3BbPUEHO M peda M yCHAoBMATa Ha pasmen II, rnasa CemMa Ha BaxkoHa 3a
ofLecTBeHUTE NOPBUYKNM 4Hpes npolenypa Ha norceapaHe De3 ofbABJIeHME, XKarlo
oTnpaBAM [NOKaAHATE 3& ROTCBApAH® XBM QUPME ,Enexrporkomepc™ ECOH.
VuuxaneHd HoMep Ha obuecTBeHara NOpbUYKa B PerMcTepa Ha obmecTBeHMTE
NopPBYKM — 00546-2016-0010.

VI1.3) Ilpoueayps no ofxaaipaHe

VI.3.1) OpraH, KOMTO 0TrOBapPA 3a NPONEAYPHTE MO oGmaITBaHe
OduuaTHO KAMMEHOEAHHE
KoMMCMA Sa SallMTa Ha KOHKYpeHUMATAa

Appec

5ysn. Burowa N 18

I'pan, IMomencka Ko Jepxasa

Cogpusa 1000 Penydamnxa

| BeIrapud PN

YHIT hi871d2e-c585-48e5-9 1 cd-6453 Tafe 7353







Mapriama: 00546 HHDOPMALMA 3A CKTIOYEH [OTOBOP (pepcus 4)
Tenedor
02 9884070
EnexkTpoHHa moula dakc
cpcadmnin@eopc.bg 02 9807315
Harepuer aapec (URL):

http://www.cpc.byg

OpraH, KOHTO OTrOBAap# 3a NPONEAYPATA MO meananus (xorarTo e NPHIOKHMO)
OduuuaTHO HAUMEHOBARKE

Anpec

T'pan IomweHCKR KO JArprcaBa
Tenedon

EnexTpoHHa oA Qaxc

WurepHer aapec {URL):

VI1.3.2) Ilopapaxe Ha a6y (Mo, MONBIHETE Pa3fie VI.3.2 WWIH npu Heo5x0aAMMOCT
pasaen V1.3.3)
VrouHere HAQOPMALKATA OTHOCHO kpaiinus cpox (KpaiHHHTE CpOKOBe) 32 I0AaBAKE HA KaTou:

VI1.3.3) Cay:ba, OT KOATO MOXKE 1A 6Bae monydeHa uHopMauHa OTHOCHO NOAABAHETO HA
HAIOH
Odunmanio HaHMeHOBaHHE

Anpec

Tpan TIoIIeHCKH KOA, JInprcana
Tenedon

EsiexTpoHHa noma Pakc

Wnrepuer aapec (URL):

VI.4) Jara Ha HanpaiaHe Ha HACTOAINATA undopManua 3a CKIIOMEH A0r0BOP
Ilata: 02/06/2016 An/MM/TTTT

JlaHHH 3a JMI[ATA, KOHTO C& MOJaTH odepTH, a KOTaTO B NpOUEAYPaTA €A YYaCTBAIH
oGeMHEeHHA - H 34 WJIEHOBETE HA ofeauHEeHHETO

,,EﬂeKTpOHI{OMepC“ EQOCI EWMK: 831635532 1p. Codus, 1138, yu. ,,CaMOKOBCKO
moce” W 1 mem./daxc: 02/ 975-33-60; Ten. 02/%73 62 77

IIPIIOKEHHUE B

KaTeropuH yCIyri, yxasanu B Pasaen II: O6exT Ha 001ecTBCHATA MOPEUKA

KateropHa (1) Mpeamet
1 YCAYTH N0 NOAABLPHANE W PEMOHT
2 YCnyru Ha CyXonbTHUA TPAHCNOPT(Z), BRAKYUTENHT YCAYTH © 6pOHMpPaKHKM aBTOMOBHITH W
KYPHEPCKH YCIYFM, C U3KNIONERHE HA NPEBO3 Ha riowa
3 YCNyr1 Ha Bb3gylWHWA TPAHCNOPT 32 NPEeBo3 Ha MBTHHLUW W TOBAPH, C M3KIOMEHNE HA NPEBO3 HA
nowa
MpeBos Ha nowa no cywa(3) M Bb3ayx
AanekocbobMuTenHN yeayrm
DUHAHCOBM YCAYTW, @) 3aCTPaxoBATEHH YCIyrH, 6) GAHKOBM M KHBECTHUMOHHH ycnyru(4)
KOMMIOTBPHM W CBbp3aHuTe C TAX YCIyri
Hay4HH M3CNeABaHUA M EKCNEPUMEHTAHH paspabotku (5)
CYEeTOROAHU U OAUTOPCKK YTIYTH \ O\

(o - NN = RN E L

-
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Tapruna: 00546 HHGOPMALMA 3A CKIMOUEH AOTOBOP (seponn 4)

— U YCAYTA 0 NpOy9IBane Ha Na3apa A HICTEABaRE Aa OOWECTEEROTO MAEHHE

11 KOHCYATAHTCKM YCAYry N0 YNPaBREHNE W CTONAHCKR AeiHocT (6)

12 ADXMTEKTYPHM YCNYTU; MHKEHEPHW M MHTETDMPAHW MHMEHEPHM YCAYTH; YCIYTH Mo
FPaaoycTPOMCTBEHO NNAHUPAHE M NApKOBA apXUTEKTYPa, MHKEHEPHO OPUEHTUPAHH HayHH W
TEXHHMECKM KOHCYATAHTCKM YCAYTH; TEXHWUYECKM U3NUTBAHWA U aHAAM3U

13 PeknamHu ycnyru

14 Yenyru no NoYUCTBAHE Ha CrPaaM v YNpaBneHe Ha HeABMAKMMI UMOTH

15 MonurpahHueckH YCIyr1 U YCayru No BL3NpOU3BENIaHE Ha 3anHCaHK HOCHUTENH Ccpeuly
Bb3Harpa*AeHHe UM NO AOrQBOpR

16 YCnyru no CoBMpaHe M TPETUPAHE Ha TBHPAM W TEYHU OTNAABLA, BRADYATENHD

KaHa/M3aUMOHHM BOAM; CEHMTAPHK Y NOYMCTBALM YCNYTH
Kareropun (7) Tlpeamer

17 Ycayru Ha XOTenu U pecTopaHTH

18 YcAyry Ha ®enesonbTHUA TPaHCnopT

19 Yeayrm Ha BOAHKMA TPAHCTOPT

20 CnomararenHy yenyri B TpaHCnopTa;

21 Kpuanueckm yenyru

22 MocpeAHHHECKH YCAYri No HabupaHe, HAacOUBAHE WM NPEAOCTABAHE HA paGoTHa cuna (8)

23 JETEKTHBCKU U OXPaHUTENHM YCIYTH, C MIK/IIONEHWE Ha YCayruTe C BPOHUPAHKM ABTOMOBHAK
24 O6pazoBaTeHK yCnyru

25 YCAyru no 34paBeona3BaHeTo M CoLMaNHUTE JEMHOCTH

26 Ycnyru B oB6nacTTa Ha KyATypata, CNopTa M passaeueHuata (9)

27 Apyruv ycnyru (8), (9)

(1)KaTeropkm ycnyru no cMMcCbAa Ha wieH 5, an.d, 1.1, lipuaoxerne 2 o1 300.

{2)C M3KNYEHUE HA YCAYT NO MENe30NbTEH TPAHCNOPT N0 KATErOpHA 18.

(3)C M3KIOUEHHE HA YCAYFIA NO KENE30MBTEH TPAHCMOPT NC KATEropHA 18.

{4)C u3KnoueHHe Ha PHHAHCOBH YCTYTM BbB BPbH3KA £ EMUTUPAHETO, npoaaxoara, NoKynkaTta uam
NPEXBBPAAHETO HA UEHHM KHWXA HAW APYri GUHAHCOBM MHCTPYMEHTH W YCAYri NpeAnaraqi Ha
LeHTpanHuTe BaHKKM. M3KAYEHKM Ca CHLO: YCIYTH, BKAOYBALUK NpYACGMBAHE UNK HAEMAHE, HE3ABUCMMO C
KaKeW (DMHAHCOBM CPEACTBA, HA 3EMA, ChIECTBYBAIUH CrPaau UM APYrH HEABMKMMU UMOTH, KAKTO M Ha
npaea BLPXY TAX; BLAPEKW TOBA, (MHAHCOBH YCAYTH, CKNIOYEHH EAHCBPEMEHHO, NPEAW WK CheA AOTOBOPA
3a npugctuBaHe MM HaemaHe, He3aBMCHMMO NOA KaKBa (GopMa, Ca NPEAMET Ha oblWecTEeHa NopbUKa.

(5)C M3KNKYEHME HA HAYYHYU HICNEABAHHA W EKCNEPUMEHTAITHH pa3paboTkmM, pasAMYHKM OT TE3M, KOTATo
NOAZUTE OCTABAT M3KAOYMTEAHO 33 BbINOKMTENR NP M3BBLPLWBAHE HA HETOBATA AEHHOCT NPU YC/IOBHE, 4e
TOM M3UANG € 3anaaTHA yoayrarta.

{6)C M3KTIOUEHUE HA YCNYTH BBE BPb3IKA C aPGMTPaKHKM M NOMUPUTENHK Aena.

(7)KaTeropuu yciyri o cMuchbaa Ha wnen 5, an.1, 1.2, Npunokenne 3 ot 30M.

(8)C M3KkAKuEHHE Ha CKNI0YBAHE HA TPYAOBU NOTOBOPU.

{9)C M2KNIYEHUE HA NOPBHKM 33 NPUACGMBAHETO, CBIAABAHETO, NPOAYUMPAHETO M KONPOAYLMPAHETO Ha
Nporpamy of paguo- M TeNeBHIMOHHH ONEPaTopH W NPEAOCTABAHETO HA NPOrPaMHO Bpeme.

NPHUJIOKEHHUE I’

OCHOBAHHA 3A BFH3/IATAHE HA ITOPBYKA BE3 NPEJIBAPUTE/IHO IIYB/JIMKYBAHE
HA OBABJIEHHE

(Mouis, H3/I0KEeTEe OCHOBAHIIATA 3a B'b3JaraHe Ha NOPBhYKa 6es npeaBAPHTEIHO IyOINKyBaHe
Ha o6asaeHNe. Te TpAGEA 1A CHOTBETCTBAT HA MPHJIOKHMHTE pasnopeatu ot 3011.)

OcHopaHua 3a N360p Ha mMpeuexypa Ha noropapsaHe Gea oGanaeHue
a) Hama noganerd opepTi KK NCJ3ieHHTE HE OTTOBAPAT HA NpeJBAPHTENTHO 00ABEeHHTE YCICBHA OT
BB3JIOKHTENA:

(7] - otkpura npoueaypa,
] - orpanuyena npoueIypa.

[J6) Croxure, mpeaMeT Ha AOCTABKATA, Ce MPOHIBEKAT C U/ U3CIIBAHE, eKcrnepuMeHTHpaHe, Hay4YyHa
HAM pa3BoitHa AefHoCT.

B) CTPCHTE/ICTBOTO/ BOCTABKHTE/yCIYTHTe MOTAT Aa OBIAT BB3I0MKEHH CAMO HA ONPE/Ie/Ied yIacTHUK,
Nopaad IPUYHHH, KOHTO ca:

[] -rexuuveckH,

[] -xynoxecTrenHy,

[[] -cbpaanu Che 3aIATATA HA MIKIOYHTEIIHH I1PABA.

Xr) HaKIHUYATETHA CHIHOCT, TPeAH3EBHKAHA OT HETPEABHANMHE 3 Bh3/I0KHTEIA oficToATe/ICTBA.

[]a) Branarar ce AOITBIHHTETHHA CTPOHTE/ICTBO/I0CTABKH/YC/IYTH CBIVIACHO YC/IOBUATA, yKA3aHH B 3011.

[Je) Buanarar ce HOBH CTPOMTEJICTEO/YC/IYTH, KOUTO Ca TOBTOPEHKE Ha CHILECTBYBALIH
CTPOMTE/ICTBO/YCIYTH 1 KOUTO €2 Bb3/10KEHH B CHOTBETCTBHE C YCJIOBHATA, YKA3AHA B 3011.

[J») HMopbuka 3a yoryra, Bb3/103eHa Ha KIACHPAHUA Ha MBPBO MACTO YUACTHHK HWIH HA €AWH 0T
KNaCHPaHHTe B KOHKY['CA 38 MPOEKT.

[ }2) 3a mocraBky, KOMTO ca KOTHPAHH M 3aKYTIEHH HA CTOKO0Ba Gopea
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MapTiaa: 00546 MHEGOPMALIFA 3A CKJTHIUEH LIOTOBOP (vepcua 4}

) 3a IOCTABKH HA CTOKH TIPH GIaronpHATHH YCIOBHA!

[]-OTAOCTanHx,KoﬁTOOKOanTenHonperaTﬂBacBOﬂTageﬁHocn

[]-oT THPTOECKH APYXEeCTBa, oGABEHH B NMKBUAAUMA WK HECBCTOATENHOCT, CLOPASYMEHHE c
KpeaMTOpHTE MM CXOAHA NPOLEaypa

1) Beruky noganeHu odepTH TIpH OTKPHTA TPONEAYPa, OTPAHMHEHE fpoleAypa HIH ChCTe3aTesIeH
AMANOT HE OTTOBAPAT HA IPEABAPUTENHO OGABEHHTE OT Bb3JIONHTEs YCTIOBHA WK €A HENPHEM/IMBHI. B
JOTOBAPAHETO ca BKTIOUEHH CaMO Te3H yHaCTHRIH, KOHUTO ca YIOBJETBOPH/IN KPUTEPUHTE 34 moadop.
Jlpyru OCHOBaHUA 33 Bh3/araHe Ha nophuxa 6e3 npe/IBapHTETHO nyGnukysaHe na oOABNEHHE 33
nopbpYKA

[Jx) npeAMeT Ha NOPHIKATA Ca yCIYTHTE, nocoveny B TTpunoxenne N3 KbM 30I1.

V) noppyKaTa He Monalla B NPUIOKHOTO nosie Ha 3011

B caydaii de cTe MOTH/IHILIN TOpHATa Tafuua, B C1eABAIOTO Toe 0bACHeTe Mo ACEH B pazfEpaeM HAMMH
3310 CYMTATE, Ye Bh3NaraHeTo Ha MophuKara 6e3 peaBapHTENTHA NyOIHKAIMA HA o0aBneHHe 32
ofLIecTReHA IOPBUKA € 3aKOHOCHOGPAsHO, KATO OCOUHTE CHOTBeTHMTE (PAKTH M, KOTATO € YMECTHO,
NpaBHUTE 3aK/II0UeHHA E CHOTBETCTBHE C NPUACKAMATA HOPMATHBHA fasa (MakCHMyM 500 AyMH).

3a ,CBAJl no oHxoncTHA” EAN, rp.Codma e BBIHMKHANA HEOTJIOXHA
HeobxooMMocT OT OOCTaBKa Ha JeKAPCTBEHMAT NPCAYKT Medronic acid (MDP) 5
mg, KoOWTO Ce OOCTaBd No pena Ha ,Hapenta W 10 ot 17 moemepu 2011 T. 32
YCJIOBMATS M Pela 34 JedeHMs © HepaszpemeHyn sa ynorpeba B PenyGnuka
BLATapMA NeKapCTBeHM MNPCAYKTH, KAXTO U 23 YCJOBMATA M pena 3a
BKIOUBAHE, OPOMEHM, WU3KJKUBaAHE M OOCTaska Ha MeKapCTBeHM NOPOIOYKTM OT
caoMonka Mo un. 266a, an. 2 oT 3akoHa 32 JeKaAPCTBEHUTE TMPOOYKTH B

xyMaHHaTa MenuurHa' (Hapenta B 10/2011 r.). BumHo oT [IpOTOKOJ 3a
ocuTypABaHe Ha LepaspeueH 3a ynoTpeta JeKapCcTEeH NPOAYKT, MaTCTBEH Ha
ocHoBanMe uil.6 sa.l1 or Hapenba W 10/2011 r., nonaMcaH 0T TpMMAa Jlexapid ¥

YTBRLPOEH OT M3MNBIHMTENHMA AMPEKTOP Ha CBAJIO EAL, Hanuue e CneuwHa
LHEOBKOOMMOCT OT OCHUIYPABAHETO Ha JNEKAPCTBEH NpoOyKT € MEXRIYHApOAHO
HEenaTeHTHO HaMMeHOBAaHMWE Medronic acid (MDP) 5 mg. KeBM HaCTOAWMA MOMEHT
To3M NPOAYKT He NpuTexasa paspelenne 3a yrorpefa, Ha OBATAPCKMA Ma3ap
He CBUeCTBYBa aHanorudeH. o Tasu npuurHa CBAJO EALl oTnpaBM MCKaHe 3a
BHACHHE Ha JIeKAapCTBEHMA NPOOYKT 0O MAI {nwcMo ¢ Ham u3x. 18-00-137 ot
01.04.2016 r.) BuHOCKHTesN Ha JleKapCcTBeH NPOAYKT CchC CXOOHM XapaKTepMCcTHUKM
v c wsnaneHo oT MAJl BammMOHO paspeuenue 33 BHcC e ,Enextponkomepc” ECOL.
Topa OBCTORTEJCTBO Ce yNocToBepABa OT FPaspeueHMe 3a BHOC Ha Hepaspelled
aa ynorpeba JexapCTBeH NPOOYRT - N IAL-15%699/11.04.20l6ér., wsdaneHos Ha
,Enerrponxomepc™ EQOIL Ha OCHCBGHNME wn.% an.l orT 3NNXM m un.l7 or
Hapenta N10/2011lr. Ha M3. [pu Taka onMcadHara QarTUHEECKa ofcTaHoBKAa
MoTar 0a Cce HaNpPaBAT CJeAHMTE NPaBHM M3BOIAM: HajMLe ca NpelnoCTaBKUTe
0o um.90 ax.l 7.3 otT 30, a MMEHHO: 1. Hamum4uMe Ha OOCTaBWMK, KOHUTC
pasnosiara C W3K/MOYMTEJIHN TpaBa, nopuaotuTK Mo cuiaaTa Ha AIMUHMCTRATHUBEH
akT. CwrDIacHo pazsnependrnre Ha Hapemba W 10/2011 r. Ha M2 paspemeHueTo
sa BHOC Ha HepaspeweH 3a ynorpeta JSKapoTBeH MpPONYKT C& M30aBa Ha SMH
mocTaBUMK Ba Nepuon OO Tpu Mecela, CJien KoeTo Mp¥ HEeOGXOOUMMOCT OT
KoMYEeCTRa NOpouenypaTa Ino napenta W10 moxe na 6bde NOBTOPEHAa, 3a
nocienea nepuonu OT MO TPpU Mecela. PaspeleHMeTO NMpelcTaBiasaBa
AOMMHMCTDATMBEH AaKT, M3OaneH OT KOMIeTEHTEeH opraH, KCHTO YKAa3Ba
KOHKPETHO JIMie, KOeTs MOXE N4 MSNBJIHK noprykarTa. Bp3naraHeTo Ha
nopeYKaTa Ha APpYyTo Jule 1 OOBSNO SO HAapylaBaHe HAa M3KIUMTENHUTE
npasa. 2. He e Hajauue JApyT anTepHAaTHMEEH Cnocos 3a BB3JAaraHe u
MEOBIHEeHEMe Ha NoprTuxkara, [MepaiM HaluMyuMeTo Ha 3aKOHOYCTAHOBEHM NpaBuUna
3a DOCTBN M PAazNPOCTpaHeHNKe Ha HepaspelleH#M 2a ynoTpeda JIeKapCTBEeHM
ApooyKTu. B pezynraT Ha TOBA Bb3MOXHMTE Y4YacTHMUM B NpouenypaTa Ca
KpaliHo orpaHudedd, OCBeH TOBa & HanMie cnemHa Heob6XoOMMOCT OT
OCUTYpPHABAHETO Ha JIEKaPCTBEHWA OpoayRT Medronic acid (MDP). KocrTHara
cuMHTUTpadus € u3crenpBaHe, KOETO Ce NMpOBEXna exenHeBHO B KimHMKaTa Mo
HyKJeapHa MenMLMHa Ha CBAJIO EAJl, x%aTo KBM HACTOAWMHA MOMEHT uakalara
fMeTa Ha ONAHWPaHM NauveHTH e [NOoMbhHeHa 0O Kpad ua mecey matt, 2016 1.
HayMlle e exXenHepHa HeOOXOOMMOCT OT JIEKapCTBEHMS ApodyKT, 3a Ha ce
NMATHOCTHMUMPAT NOAUMEHTKHTE ¢ OBRBWHHN KOCTHM TYMODM, METAacTazM OT OPYIH
TYMOPM KaTo PAaK Ha [pocTaraTta, pakr Ha pepoaTa, OencapofeH pak,
racTpOMMENMTH M Op. Jiuncarta Ha JeKApCTBeHMA NPOAYKT BOOW OO
HenocpeNCTREHO 3acTpallaBaHe Ha XMBOTa M aOpaBEeTO Ha MaUMEeHTMTe Nopaln
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TTapruna: 00546 HHGOPMALMA 34 CKIKJUEH JIOCOBOP (sepeus 4)

HeBLAMOXHOCT Ia Ce M3BBPUK HaBpeMeHHa U anexBaTHa OWMATHOCTHMKA ¥
HacoupaHe Ha [auMeHETa 24 nocnenpamy JdeueOHN npouenypu, KaKTo M o
HapyuaBaHe Ha HOPMAJIHCTC Ma3ITBAHEHNEe Ha MEeIMLIMHCKNUTE craHmapTHM OeHHOCTH
Ha BBINOXMTENs, IbJIKMMHA ceTJAcCHO 3akoHa 3a BopaBeTO U cxmouenus c H30K
morceop =a OONHMYHA MeIuMUuMHCKA [MTOMOW. llopaay Tazu OpUEKNHAE BE3MOXUTENAT
npoTHOZMPAa HeOBXOOMMOTO My KOJIMUSCTBO 33 CpPOK OT 12 Mecela OT
nexapcTBEHMA NPCAYKT ¢ orjen odakbBaHWA MJIAHOB npyemM u nporHO3MpaHarTa
HeOoBXOOMMOCT OT [IPOIOYKTA, 3a Za rapaHTupa Ha NaumMeHTHnTe Ha neueBHOTO
saBeleHve KOMIUIEKCHOCT IpK AMarHOCTUUMpanero u edeHMeTO Ha
onkoformuHMTe 3ab0nABRanHNA, B CLOTBEeTCTBME C pcBbpara MemMUMHCKAE npaxkTUxa
1 npoBexgaHaTa 3mapapHa nonuTHka B Penyfamra Boaraphi.
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