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f*\, ArEHUMA MO OBLLECTBEHUW NMOPBYKU

1000 Cocdwms, yn. Nere 4

AOTI] e-mail: pk@aop.bg , a0p@aop.bg
K WHTEpHET agpec: hitp://www.aop.bg

PEHIEHUE 3A OTKPHUBAHE HA ITPOIIEYPA

[Mpoexr na pemenue
X Pemenne 3a ny6ruxypane

[Joceinecrsen wspey eTan Ha KOHTPOJI Ypes CIydaeH us6op

WH na perncrpanuonunara popma or CCH
- - (YYYYMMDD-nnnnn-xxxx)

Homep u garta Ha CTaHOBHINETO 1-BY eTan: An/MM/Trer

ITIpogecronana o6aacr, B KOATO NONaja NPeIMeTHT Ha OGLIECTBEHATA nopeuKa
49. ®apmarnus A

Pemlenue Homep: ..... }fj/d Or nara: 28/01/2020 au/Mm/rTET ]
JAEJIOBOJIHA NHO®OPMAIINA

Jlexoroaua nupopmanusa
ITapTuaa Ha BB3NIOKHUTENSA: 00360
Iopenenue: y

Hsxopsaur HOMED: ....... 40 L. y ot fara 28/01/2020
KoMenTap Ha BB3JIOKHUTES:

PA3/IEJI I: BB3JIOKHUTEJ

D IIy6nmaen

Cekropen

I.1) HanmenoBanue 1 aapec

Odunnanuo HauMeHoBaHUe: Hauronanen perucrpaunosen Homep:
YMBAJl AnexkcaHOpoBcka EAJ 831605795

ToweHcke: agpec:

yi. Cs. T'.Codurickmu N 1

T'pan: kon NUTS: TTomencku kox;: Jspokasa:
Codus BG411 1431 BG

JIune 3a KOHTAKT: Tenedon:

T'eprana JOepmeHOxueBa 02 9230628

EnextponHa noma: dakc:
umbal.alexandrovska@gmail.com 02 9230646

HurepHeT anpec/u

Ocnogen agpec (URL):

www.alexandrovska.com
Anpec na npoduna Ha Kynysaua (URL):
http://op.alexandrovska.com/?qg=page&idd=index

I.2) Bua Ha BB3JI0XKATENA
(momrbinBa ce ot My6iTHYeH BB3JI0XKHUTEJT)

[JMunucreperso umn apyr aspxasen opras, [JIy6wunonpapsa opranuszanus
BKJIIOYHTE/THO TEXHU PErMOHAIHA WIH MeCTHHU
TIOApasfesieHus

[JHanuonansa arenmua/cnyxGa (JEBponeiicka uncTuTynus/arenmus wiu

MeXlyHapOoAHa OpraHu3alus

B4 Ipyr Tun: Branoxuren mo CMHCHJIA HA Y1.5, a/1.2,
T.16 301

[JPernonanen wiu mecren opran

Peruonania wiy MecTHa areHums/cryx6a

1.3) OcHoBHa aeiiHOCT
(momrss1Ba ce oT ny6Myen BH3MOMKHTEN)

[ JO6wecrBenn yemyru (JHacrausBase /5unHIIEO CTPOHTENCTRBO ¥ MecTa

3a OTAMX M KyJITYypa
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PEUIEHHUE 3A OTKPUBAHE HA TIPOLIEIYPA (Bepcis 6)

[ 1Or6pana ["JConmanna saxpuna
[ ]O6uectsen pen u caryprocr [ 1Otrux, kynTypa u Bepousnosesanue
[JOxonna cpena [[JO6paszosanue
[JHMxonomuuecky u GpuHAHCOBH AeHHOCTH [(1Zpyra neitrocr:
3apaBeonasBaHe
1.4) OcHoBHa geiiHOCT
(IomBJIBA Ce OT CEKTOPEH BB3JI0KHTEN)
[(Ta3 u ronnmuna esepris [(JHowenckn yenyru
[JEnextpoeneprus [)Ekcrnoartanus na reorpagcka obacr
[IBonocuabasasane {Apyra peiinocr:
TpaHCcHOpTHY yCIyTH
PA3AEJI I1: OTKPUBAHE
B OTxpuram npouenypa

X3a ppanarane na o6mecrrena mopruKa
[]3a crrouBane Ha paMKOBO CIIOpa3yMeHMe
([Jsa cp3naBaHe Ha AUHAMUYHA CHCTEMA 33 TIOKYTIKH

[Jxoukypc 3a mpoekr
[CJCu3nasam KBUIN(UKAHOHHA CHCTEMA
Ma[] He[X

ITopbukaTa e B 061acruTe 0T6PaHa ¥ CUTYPHOCT

I1.1) Bun Ha niponiexypara

(moIrbiBa ce OT MyGIMYes BH3I0KNATE)
[JOrxpura nporenypa

[JOrpanuyena npouenypa

[]Creresarenna npoueaypa ¢ goroapsiHe
[[JCwcresatenen auanor

[JIlaprapopCcTRO 32 HHOBALMK

DA Morosapsue 6e3 npegpapurenHo obsaeasane
[JKouxypc 3a mpoext

[[]MIy6nuuno crcrezanme

[JIIpsxko norosapsue

(IOrB/IRA CE OT CEKTOPEH BH3JI0MKHTEN)

[ 10TxpuTta npoueaypa

[([JOrpanuuena nponenypa

(C)ZloroBapste ¢ npexBapuTeiHa IOKAaHA 33 Y4ACTHE
[(JCweresatenen aupasor

[((JTIapravopcreo 3a nHOBaUMH

[JMoroBapsxe Ges npesBapuTe/THa OKAHA 38 yYacTHe
[]Koukypc 3a mpoexr

[JIy6nuuno crerezanne

[IIpsxo noropapsue

(3a Bp3yarane Ha ob1ecTeeHa IOpBYKA B 0671acTHTe 0TOPaHA U CHIyPHOCT)
[((JOrpanuuena nponexypa

[JOorosapsaue ¢ ny6iukyBade Ha o6sBIeHre 3a opbhYKa

[CJCoeresarenen guanor

[ 1loroBspsne 6e3 nybankysane Ha 06sBIeHNE 32 TIOPBYKA

PA3SIEJI III: IPABHO OCHOBAHUE

(moreaBa ce OT MyGAMYeH BB3I0KITENT)
(4. 73, an. 1 or 3011
(J4Y9n.73,an.2,T.1, 6. [...] or 3011
{(J4n. 73, an. 2, 1. 2 or 30I1
[(JYn. 18, an. 1, T. 7 BBB Bp. ¢ a1 6 ot 3011
BA4Yn. 79, an. 1, r.[...] or 3011

3
[JYn. 18, asn. 1, T. 11 BB BP. ¢ a1 8 o 3001
[149n. 18, an. 1, 1. 12 o1 BOII
(4. 182, an. 1 858 Bp. ¢ WI. 79, an. 1, T. [...] ot 3011
[49n. 182, an. 1, 1. [...] ot 30II

(momreaBa ce or CEKTOPEH Bb3JI0KUTET)
[495. 132 or 3011
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[ 49718, an. 1,T. 7 BB Bp. € a1. 6 0T 3011

[]4Yn. 138, an. 1, 1. [...] or BOII

[CJ4n. 138, an. 1 858 Bp. C 4. 79, an. 1, T. [...] or 30I1

[]4. 18, an. 1, T. 11 BBB Bp. C a11. 8 ot 3011

[J4Yn. 18, an. 1, . 12 o1 BOIL

[J9n. 182, an. 1, 7. [...] oT 3011

[ 14 182, an. 1 8B Bp. ¢ WL 79, aTL. 1, T [...Jor 3011

[J4Y5. 141, an. 1 or 3011

[14Y1. 142, as1. 4 BEB BP. ¢ WI. 142, an. 1 ¥ WL 141, a1 1 ot 3011

(momreiBa ce Npu BB3NaraHe Ha OOMIECTBEHN NMOPBYKH B O6/IacTHTE OTGPaHa M CHIYPHOCT)
[_]4. 160 or 3011
[J4n. 163, an. 1 or 3011
[J49n. 164, an. 1, 7. [...] oT 3011

PA3JEJI IV: IIOPBYKA

IV.1) HaunMeHoBanue
"IocTaBka Ha JeXapCTBeH nponyxt "Spinraza""

IV.2) OGexT Ha mopwukara
[C1CrpouTencrso

DM docrasku

[(J¥eayrn

IV.3) Onucanune Ha npeaMeTa Ha MOPBYKATa (€CTECTBO 1 KOJMYECTBO HA CTPOUTETHH
PaGoTH, AOCTABKY WM YCAYTH MJIH YKA3BaHe Ha MOTPEGHOCTH M M3UCKBAHN)

KoraTo oCHOBHHSAT peAMET CHABPIKA JOIIBIHUTETHH HpeAMeTH, Te TpAGBa fa 6b4aT OnucanH TyK.
Hacrosamara nopwuka e 3a mocraBka Ha JIEKAPCTBEH NpPOXyKT ,Spinraza”,
Solution for injection, 2.4 mg/ml - 5 ml ; Mg, Pack: 1 wvial, ¢ INN
“Nusinersen” u ATC xoxm MO9AX07 ; 3a 25 BimBaHMA, 3a CPOK OT

12 /mBaHazmecer/ mecena.

1V.4) OGmiecTsenaTa HOPBYKA ChAbPHKA UBUCKBAHMNS, CBHP3AHH C ONASBANE Ha[] He[X
Ha OKOJHATA cpeaa

Kputepunre, ceppsanu ¢ onassane Ha oxo/IHaTa cpexa NIPHCHCTBAT B: (MO, MOCOUYeTe
Opoii)

TeXHUYeCKaTa crerupuKaus (6poit)
KpUTEpHHTe 33 OAGOP (6poii)
MIOKa3aTeJINTe 3a OlleHKa Ha 0pepTUTe (Bport)
MBUCKBAHMATA NIPY UBITBIHEHHE Ha OTOBOPA (KIay3H B IPOEKTa Ha 06y (6pot)

JOTOBOPHHU YCIOBHSA)

IV.5) Audopmanmsa OTHOCHO CpeACTBa OT EBponeiickus cp103

ObuiecrBenara [OppYIKa € BHB BPb3KA C HPOEKT U/HTH TIPOrpama, QUHAHCHPAH/a Che Hal[] He
Cpe/CTBa OT eBponeickuTe (POHAOBE U NPOrpaMu

Upentuduxauus Ha npoexTa:

IV.6) Pazgenane Ha 060co6eHn MO3HUITMH

Hacroamara mopbuka e paszgenena Ha 060cobenun MTO3UIIHH Ja[] HeX
MorTHBY 3a HEBB3MOXKHOCTTA 34 pasje/isiHe Ha NOpPBYKATA HA 060COOEHHM O3UUMH (KOTaTo e TIPUIOKHUMO):
[IpaBHOTO OCHOBaHMEe 3a OTKPMBaHe Ha nopbukara e un.l182, amn.l BBB Bp.
@wi.79, an.l, T.3 or B30I, TB¥ xaTo lIopbUKATa MOXe Ha ObOe MIIIBIHEHa CaMmo
OT €nOUH ONpeIeNyIeH MBMIIBJIHUTEN, NopalnM Haduuue Ha M3KJIOUMTENIHY [paBa. He
€ BB3MOXHO pa3HneJIAHEeTO Ha NOPBUYKATA M BLIJIaTaHeTo i Ha pas3anuHu
VISITBJIHMTENN, npensun QakTa, dYe MOPBYKATA € 3a MNOCTaBKa Ha €IUH BUI
JIEKAPCTBEH MNPOOYKT.

1V.7) IIpornosHa croifHOCT Ha mopBUYKaTa
Croitrocr, Ge3 xa ce sxmoura JIJIC: 3422700 Banyra: BGN

1V.8) IlpeaMeTsT Ha MOPBUKATA cE BH3JIara ¢ HAKOJIKO OTAC/IHHU IIPOLEAYPH: Hdal[] He

OG1a cTOHHOCT HAa MOPBLYKATA, YACT OT KOATO e BB3/Iara ¢ HACTOAINATA NPOIeaypa:
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Crofinocr, 6e3 fia ce Biwniousa JJIC: Banyra: BGN

CHHCBK Ha oCTaHAIUTE IponeaypH ¢ KPaTKO OMUCAHHME HA TEXHUS npegMer:

PA3IEJI V: MOTHUBHU

V.1) MoTtuBH 3a uz6opa Ha npoueaypa (KOraTro e Mpuio:KHMO)

(Kparko onucanue na dakTHYECKHTe obcrosTesncTBa, KOUTO 06ycaBAT H36G0pa Ha CHOTBETHATA

npoueaypa)

CerytacuHo wm.79, an.l, 7.3 ot 30IlI, koTaTo MMa HajgMdMe Ha UBKJIOUUTeJIHU
paBa BB3NOKUTENMTE MOTAaT Ha NPWIoXaT MNpoluemypa Ha OoroBapsaHe 06es
oBsABJIeHMKE .

BbB BpB3Ka C HEOOXOAMMOCTTA OT JIeUeHMe Ha NAaLUVEHTM Ha JIeueBHOTO
SaBelleHNe C JIeKaPCTBEH NPOOYKT ,Spinraza” UM BKIOYUBAHETO My B IIpuioxeHune
W2 Ha HosurmBeH JilexapcTBeH cnucek /IJIC/, =a OCUTYPABAHETO MYy e
HeoOxomuMmo ma Oble NpoBemeHa oBmecTBeHAa noprUKa IO pena Ha 3axkoHa 3a
ofuwecTBeHnUTe nopbuku /30I/.

Jlexapcreenuar npomyxT ,Spinraza” e c INN “"Nusinersen”. BunmHO oOT
lpunoxenue N2 Ha IJIC HaMma APpYT JIEKapCTBEH IIPOOYKT CBC chmms LNN.

[lak BunHO or Ipunoxenme W2 Ha I[JIC, HPOMSBOAMTEJ Ha JIEKAPCTBEH NPOOYKT C
TBHPI'OBCKO HauMeHOBaHue ,Spinraza” e Biogen Netherlands BV,
Hupepsannous.

lipencrageHo e yOoCTOBepeHMe OT BaliomxeH Hupmepmannous B.B. (Biogen
Netherlands B.V.) mpyxecrso, OPTaHU3BUPAHO U IOeMCTBAU0 CHIVIACHO SaKOHMUTE
Ha liBeruapusa, cvC cemasamime Ha lpuuc Maypurcrnaan 13-19, Bamoxosepmopn, 1
171 LpP, HupepsaHmua, HaOjexHO npencrasiAasaHo oT I'—xa HopoTa Ypcayna
MasypxueBnuy B KAUECTBOTO ¥ Ha YnpasJasam JIMPeKTOp, C KOETO
noTewpXOaBsaT, dYe ca onpegenuam TII EBOGAPMA (Ewopharma AG), mpyxecrso,
OpPTaHM3MPaHO M HOeMCTBall0 CBHIJVIACHO BaKOHUTE Ha IBelfinapus, cbc cemanmme
Ha Vordergasse 43, CH-8200 llapxayceH, c PerucTpmupaH npencTrTaBUTesIeH
oduc, opraHM3UpPaH M CHUECTBYBAll, CBIJACHO 3aKOHOOATEJICTBOTO Ha
Bvernrapmusa, wmamupam ce Ha yiI. llmpuucku npoxon 24, 1618, Codusa, Brwnrapus
KAaTO UBKJIIOYUTENCH OUCTPUOYTOP Ha $apMaueBTUYHM CIeUMaIHM NPOOYyKTU
AVONEX® (INTERFERON BETA 1A), TYSABRI® (NATALIZUMAB), FAMPYRA®
(FAMPRIDINE), TECFIDERA® (DIMETHYL FUMARATE), PLEGRIDY® (PEGINTERFERON
BETA-1 A) and SPINRAZA® (NUSINERSEN) ("llpomyxkTuTre”) B Bearapus,
CEIVIACHO yCJoBMATa, NOCOYeHM B CHopasyMeHuUe =a AUCTPUOYLMA MeXIy
Baromxen MHTepHeWBHBI I'MEX (Biogen International GmbH) u TI Esodpapwma,
BJIASJO B cmia oT 1 auyapm 2015, 3aenHo ¢ nocrempammTe UBMEHEeHUS B HEeTO.
llpencrabeHo e OTOPMBAUMOHHO OUMCMO OT TBProBCKO NPEnCTaBUTEHACTBO
EBOQAPMA cBC cegmanume yiI. IImpuncku npoxom 24, 1618, Coodus, Brarapusa, c
KOeTo ynocTrosepsaBaT, ue dupma Codapma Tpertnuur ALl € eKCKIY3MBEH U
SHMHCTBEH HMCTPUOYTOP Ha JIEKAPCTBEHM MNPONYKTU Ha dupmMma Biogen
Netherlands B.V. - Xomanmus.

C ornen Ha TOpeMsIOXeHOTO YMBAJI »AllekcanapoBcka” EALl, B KAUeCTBOTO cu
Ha BB3JIOXMTEJI, CuUMTa, UYe Ca HaJMLEe OCHOBAaHMATA 3a npunaraHe Ha un.79,
ain.l, Tv.3 or B30I =a n300p Ha npouegypa Ha HoroBapsHe 0ez oBaBiieHue.

V.2) JIuna, 70 KOWTO ce U3NMpAaIa MOKAHATA 32 ydacTue B IpoLeypa HA AoroBapsaHe Ges
npeanapnTenHooﬁﬂBnenne,noronapﬂﬂe6e3npeanapnTenHannxanasayuacTn@
Aoroeapsine 6e3 myGauKyBaHe Ha O0ABICHUE 32 HOpBYKA, MPAKO JOTOBApAHe (KOTraro e
IIPHIOKMMO)

Codapma Tpeitmuur All, EUK 103267194, yn. ,Jlbvuesap CraHuen” M5, Codmusa
1756, Bearapus.

V.3) Hacroamara uponeaypa e CEbp3aHa ¢ IPEeAXOAHA NMPOUeAypPa 3a Bh3JIaraHe Ha
O0nNrecTBeHAa MOPHEYKA WK KOHKYPC 3a IIPOEKT, KOATO e (KoraTo e HPWIOKHUMO):
OTKPpUTa C pemeHme N oT HzmaTa ___ an/mu/rvrrr
nyoiMKyBaHa B Perucrbpa Ha oBmMECTBEHMTE HNOPBYKM OO yHMKAaJeH N
- - (nNnNNn-yyyy-xxxx)
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V.4) /lombaHuTe1HATA AOCTaBKa/IOBTOpHATA YCIyra Wi CTPOMTEJICTBO e (KoraTo e
IPUIOKMMO)
Croitgocrt, 6e3 aa ce Bxmousa JJIC: Basyra: BGN

PA3/IEJI VI: O1OBPAABAM

[]o6aBneHneTo3aon03anﬁBaHeOTKpnBaHeN)Hanpoueuypa
[(Jnoxanara 3a ygacrue
JOKYyMEeHTanusATa

PASIEJI VII: JOITB/JIHUTEJTHA HHO®OPMAIIHA

VIL.1) Honsxaureana uadopmanus (xoraTo e upwromHUMO)

Ha ocHoBaHue ui.65, anx.l or MII300 BBIJIOXMUTEJIAT e CKIIOUU OOTOBOP C
[locoduenoro B pazpes V.Z. OT HAaCTOANETO pemeHme OPYyXeCTBO, CJiel BJM3aHEe
B CUJla Ha PElleHMeTO 3a OTKpMBaHe Ha npouenypara. [pu nomnmucraHeTo Ha
HOTOBOpa ONpeHeJIeHMAT 3a M3NBJIHUTES NPeNCTaBS OCBEH OOKYMEHTHUTE I10 WJI.
112, an. 1, v. 2 or 300 u AeKjlapalla 3a JmMrncaTa Ha OOBCTOATeNCTBa MO Wil.
54, an. 1, T. 7 or 30I, xakTo u T'apaduus 3a M3NBIHEHMEe Ha OoIroBopa B
pasMep Ha 2 % OT CTOHOCTTa Ha IOTOBOpa 6e3 JIOC. TapaHuusTa 3a
V3MBJIHEHNME Ce NpenCcTaBs B e€IHa OT CJedHuTe dopmu: 1. napuuna cyma; 2.
BaHkoBa TapaHumMs; 3. SAaCTPaxoBKa, KOATO ofe3neuaBa UINBLIHEHMETO upes
[HOKPUTHME Ha OTTOBOPHOCTTA Ha MUBNBLIHUTENS. WSMTbAHUTEIAT n30upa cam
dopMaTa Ha TapaHUMATA 3a USOLIHEeHMe. B Cilydalt, ue M3IIbIHMTEJIST nzs3bepe
Ha Npencrasy TapaHUMd 3a M3NOBJIHEHME upes napmMyHa cyMa, cremaTa ce
peBexna Mo cjiefHaTa CMeTKa Ha BbBLIJIOXKMTeNs: COCUETE XEHEPAJI EKCIPECBAHK
Al BIC: TTBBBG22 IBAN BG 54 TTBB 9400 1526 8730 19

VII.2) Opra#, KoiiTo oTrOBaps 3a IpoueaypyTe 0 00:KAIBaHe
Odninanso HauMeHOBaHMe
KoMmcusa 3a sammTa Ha KOHKYpeHLMATA

Hanuonanen upentudukannonen NO (EUK)

Homencku agpec
Oysi. Burtoma N 18

T'pan TTomeHncku xoz HdwpxaBa
Codusa 1000 PenyBauka
Brarapus
Tenedon
02 9884070
AJlpec 3a eJIeKTPOHHA TTOLIA Daxkc
cpcadmin@cpc.bg 02 9807315
Hurepner anpec (URL):

http://www.cpc.bg

VIIL.3) IlopaBaHe HAa :Kaa0u

Touna nndopmanus oTHOCHO Kpaen CPOK/KpaliHH CPOKOBe 32 HOZABAHE HA JKAIGH:
Cermacuo wun.197, an.l, T.5, 6. "a" or 300, =B 10-gHeBeH CPOK OT
OyOIMKYBaHETC Ha HACTOAMOTO peleHMe.

VII.4) laTa Ha usnpamane Ha HACTOAIOTO penienue A
L28/01/2020 an/Mm/rrrr ]
PA3JIEJI VIII: Bb3JIOMKUTEJL yn.36a, an.3 ot 300N _

VIIL.1) Tpure numeHa:

mou. m-p Kocram un.36a,an.3 ot30M g6, v /\ X/ WS\ W p% gl /&)

~— [ o7
VIIL.2) IasxHaOCT: L/ \'2, <
\%égaucﬂﬁﬁﬁ/éé/

MBOBJHKUTEIEH IMpPEeKTOop

NG T3¢
\___/
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