PEITYBJIUKA BBJIT'APUS
MHUHUCTEPCTBO HA 3/IPABEOIIA3BAHETO

FELEOPHCOBA

MOKAHA

3A YYACTHE B ITIPOLIEAYPA HA JOTI'OBAPSHE BE3 OBSIBJIEHUE

MuHHKCTEPCTBO Ha 3apaseomnassaneto, rp. Codus, mwi. “ Cs. Henens” Ne5, Ten.
/02/ 9301 466, daxc /02/ 9301 451, nuue 3a koHTakT Anekcanapa CrorkoBa
apoptomova@mh.government.bg, Ha ocHoBaHue un. 92, BB Bpb3ka ¢ wi. 90, an.l,
T.6 oT 3akoHa 3a obmiecTBeHHTe TOpbUkH U Pemenme Ne PJI — 17-.8%2.. or
.06..€%..2010 . Ha MUHHCTBPA HA 3[PaBEONa3BaHETO, OTIPABS IIOKAHA 33 y4acTHeE
B [pOIIEypa 3a IOCTAaBKa Ha JONBJIHUTEIHH KOJHIECTBA JIEKapCTBEH NpoayKT ¢ INN
Eptacog alfa (Activated) 10 H3BAHATENS 110 JOTOBOP 32 JOCTaBKa HA JIEKApCTBA IIPE3
2010 r. kakTO clenBa::

,Codapma Tpeiiaunr” AJl, B Ka4ecTBOTO My Ha mpeacrasures Ha Novo
Nordisk A/S Novo Alle - Tanns, cbriaacuo gorosop P/I-17-204/17.02.2010r.

1.06exT Ha oO0mecTBeHATAa MNOpPbYKA — JOCTaBKa Ype3 IOKyNKa Ha .
JOIBJIHUTEIHH KONIHIecTBa tekapeTseH mpoaykt ¢ INN Eptacog alfa (Activated).

2.Bua Ha nponeaypara — Jorosapsiie 06e3 00sBIIeHHE.

3.Koa chIJIACHO HOMEHKJIATYPATa HAa KJAacH(PHKATOpPAa HA 00IIeCTBEeHHTE
nopbukn — 33600000.

4. A3ucKBaHUsA KbM YYACTHHLMTE - YYaCTHMKBT B IPOLEAypaTa MOXE Ja
Obe OBArapcKo WM YYXXASCTPAaHHO (PHU3UYECKO WJIHM IOPHAUYECKO JHIE, KOETO
OTroBaps Ha MPEeIBAPUTENHO OOSBEHHUTE OT BB3IOKMTENS ycnoBus. o ydactue ce
JOIycKaT CcaMO YYacTHHLHM, OTTOBapsilldi Ha H3MCKBaHMSITAa Ha 3aKoHa 32



JICKapCTBCHHUTE NPOIYKTH B XyMaHHaTa MemuuuHa /3JIITXM/ U Ha WU3MCKBAHMATA Ha
un.47,am.1, an.2 u an. 5 or 30IL

5.06[[]1/1 Yc/i0BHSA 3a M3BJIHEHHE HA Inopn4Kara :

e Cpok 32 M3Nb/IHEHHe HA MOPBLYKATA — BCAKA OTIAETHA OCTABKA cienBa na
ObIe mocraBeHa B cpok m0 10 /mecer/ paboTHH AHH Ciel modydaBaHe Ha
3asiBKata — pasnpenenenue o Bb3JIOXKHUTEJISI u 3a konuuectara, TOUHO
ONpE/eNICHN B 3asdBKaTa. 3asBKaTa-paslpelelieHHe Ce BPbYBA JIAYHO cpetry
[IOANAC Ha YIBIHOMOWIEHO JIMUE OT 3BEHOTO 33 aJMMHHCTPATHBHO
00CITy)KBaHe WIH Ce M3Ipama ¢ IPENopbuato MHCMO ¢ oOpaTHa pasIucka, 1o
akc WM MO eNeKTPOHeH WHT NPH YCIOBHATA M IO pena Ha 3akoHa 3a
CJIEKTPOHHUS JOKYMEHT H €JIEKTPOHHHUS OITHUC.

* Ha4yuH ¥ MSACTO Ha H3NbJIHEHHE HA AOCTABKHTE — 3a MACTO Ha JOCTaBsHE Ha
CTOKHTE CC€ ONPENENAT KpaiHHTE MONydaTeld, OMNpENENeHH MO peja Ha
Hapen6a Ne 34 ot 25.11.2005 r. 3a pena 3a 3amnamane or penyOnuKaHCKHS
OIO/KET Ha IleYeHHEeTO Ha OBIrapcKu TpaXIaHd 3a 3a00JISIBaHUS W3BBH
00XBaTa Ha 33ABIKUTENHOTO 3PABHO OCHUTypsIBaHe.

* Yc/i0BHs M HAYUMH Ha PHHAHCHPAHE H IUIAINAHE - 3AITAIIAHETO HA CTOKHTE
10 I0TOBOpa C€ U3BBPIIBA OTJIOKEHO B CPOK 10 60 /miectaeceTus/ meH, cien
NPEJCTABSHE HA CIIEAHUTE JOKYMEHTH :

1)  HocraBHa ¢akTypa, chCTaBeHa CBIVIACHO H3HCKBAHMATA Ha 30JIC u
HIT3AAC — opurunan u 2 /nBa/ 6pos 3aBepeHH KOS,

2)  IlpuemarenHo-npenaBaTeHH IIPOTOKOMY, 110 00pasen; Ha MuHucTepCcTBO
Ha 3/IpaBeo0Na3BaHETo;

3)  OGob1iueH omuc Ha MPOTOKOIHTE — 3 /TpH/ opos;

4)  IlucMeHH 3asBKH-pa3NpeE/CHHS, W3rOTBEHH OT MuHucTepcTBO Ha
3ApaBeOIa3BaHETO U 3aBEPEHH OT KpaltHUTE MOy YaTeH;

5) Ceprudmkar 3a ocBoGoXgaBaHe Ha BCAKAa IAPTHAA, H3MAJeH OT
KBayupuuupano jurne mo IJIMIXM — 3aBepeHo ot MBITBJIHHUTEJSA xomue, B
NPEBOA Ha OBJIrapcké €3uK OT (GUpMa, CKIIOYHIIA AoroBop ¢ MmuHucTepcTBO Ha
BBHHIIHATE PabOTH 3a H3BbPIIBaHE HA ODHIMATHHY TIPEBOJIH.

WN306poennTe MOKyMEHTH ce mpeCTaBsT B AENOBOACTBOTO Ha Mpunucrepctso Ha
3/paBEONa3BaHeTO, KIIACHPaHK M NIPUKAYEHH B Ianka. B mankara ce mprmrara macmo ¢
ONKUC HAa CHABPXKAIUMTE C€ B Hesl JOKYMEHTH, KATO 3aIb/DKHTENHO Ce IOCOYBAT
HOMEpara, NaTHTe W OPOst Ha IPUIIOKEHUTE JOKYMEHTH OT BCEKH BUJL

6. U3uckBaHuS KbM NpeJIaraHuTe JIEKAPCTBEHH NPOAYKTH:



JlexapCTBEHMTE MIPOLYKTH TpsiOBa 1@ OTTOBApST Ha M3UCKBAHMUATA Ha 3aKoHa 3a
JIEKapCTBEHHTE TPOLYKTH B XyMaHHaTa MeJyIuHa (3JIIIXM) — TpsibBa na
[IpUTeXaBaT BAIM/HO Pa3pEILICHUC 32 yrotpeba B CTpaHaTa, H3ajicHO 10 pefia
aa 3JIITXM wnu Pernament (EO) Ne 726/ 2004 t. Ha EBponeiickus napiaMeHT
4 Copera /fun. 23, an.l Ha 3JIIIXM/ n cepTHduKaT 3a OCBOOOX/aBaHe Ha
TapTU/Ia, U3/IaJIeH OT KBATM(UITIPAHO JHILE T10 3JIITXM ¥ yaocTOBEPABAIL, Y€
flapTHaTa JIeKapCTBEH MNPOIYKT € npoM3BeCHA ¥ KOHTpOJMpaHa B
CLOTBETCTBHE C H3MCKBAaHHATA Ha Pa3PEICHUETO 33 ynoTtpeba 1o pena Ha
3JIIIXM. B ciry4aii Ha H3THYaHE Ha CpOKa Ha pa3pelICHHETO 32 ymotpeba Ha
JeKapcTBEH MPOXYKT Mpe3 2010 r., y4acTHMKBT A€KIapupa B CHOTBETCTBHC C
wr. 55, an. 6 or 3JIIXM, de xonu4yecrsara 3d JeKapCTBEHUS MPOIOYKT ca
HAJINYHH,

JlexapcTBeHHTE MPOAYKTH Cielsa Ja 6baaT ¢ Ibp)KaBHa peryiMpana LCHa,
cpracHo wi. 258, an. 1 ot 3JIITXM;

JlexapcTBEHHTE TPOAYKTH ClieiBa Jia 6pnar BKMOYeHH B I[1O3UTHBHUA
JleKapCTBeH CIHCHK, aKTyalieH KbM Jarara pa orapsHe Ha mnmk Ne 1 oT
nponenypara.

JlekapcTBEHUTE NMPOAYKTH ClieiBa 1a OBbaaT BKIIOYEHH B JIEKapCTBEHA JIMCTA,
IOKpUBaHa 0T OOIIeCTBEH }oHI Ha IOHE TPH OT NOCOUCHUTE CTPAHH B qI1.5, T.2
ot Hapen6a Ne34/2005r. 3a penia 3a 3amamate ot peITyOIMKAHCKHSL OIOKET
Ha JedeHHeTo Ha OBIArapcKd rpaxnaHu 3a 3a60NgBaHMs, W3BbH 00XBaTa Ha
3aIBJDKUTEHOTO 3IPaBHO OCHTypABAHE.

Munumasien cpok Ha rogHocr: CpoKbT Ha TOHOCT Ha IpelaraHus
JleKapcTBEH IPOMYKT CIENBa Jia 6blle He MO-MalbK OT 25 /ABajeceT 1 net/ Ha
CTO OT OGSBEHHMs OT IPOU3BOJHUTENS KbM JlaTaTa Ha BCSKA JocTaBKa. PasMepbT
Ha HeycToWKaTa 3a HEU3NbJICHHE Ha 3aIp/DKEHUATa Mo JIoropopa € KakTo
cienpa; B ciTyualt Ha JOCTaBKa Ha JIEKapCTBEHHA TIPOAYKT C MO-KPaTbK OT
JOrOBOPEHHs CPOK Ha TOJHOCT M3 BJIHUTEJIAT aeimxu HEyCTOMKa KaKTo
crena: 24.99-15% - 20 % BBPXY CTOHHOCTTA Ha nocraBkara. 11oz 15% cpok
Ha FOJHOCT He Ce HOIyCKa U HOCTaBKara HiaMa Na OB e 3amIaTeHa. JlocTaBkaTa.
Ha NIeKapcTBeH NPOMYKT C OCTaTbhuyeH CPOK Ha FOIHOCT TO-MATBK OT 25
/nBajiecT M Met/ Ha CTO OT OOABHHHS OT [IPOM3BOJIATENS Ce U3BHPILBA CaMO €
IHCMEHO ChIIacHe Ha BB3noXKuTeNs 32 KOHKPETHOTO KOJIMYECTBO, OIIPEIENICHO
or Hero. be3 W3pUYHO MHCMEHO ChITTACHE HA Bp310XATENS CTOKHTE HAMA J1a
6paar 3amtamanu. Mckanero 3a IHCMEHO chbIVIaCHE cie/iBa 1a MOCTBIH B
JIETIOBOACTBOTO Ha BB3JIJOXKUTEJIS B cpok Ha 3 /Tpy/ [HU OT [10JIy4aBaHETO
Ha 3asBKa-paslpeeieHue.

Cpok Ha aorosopa: 1o 28.02.2011r.

7 YciioBMS M pa3Mep Ha rapaHuusTa 3a y4acTHe B npouexypara U Ha

rapaHuusaTra 32 U3NbJIHEHHE HA Jorosopa:



A. T'apanuusra 3a yyacrue B lipoLienypara e B pasmep Ha 3 399.58 ns.

I'apaHnusra ce IIPENICTaBs B €1HA OT (OPMHTE, CHIIIACHO w1.60, ai1. 1 ot 3axoHa
3a O0IIEeCTBEHHUTE IIOPBYKH

- OpHTHHAN Ha Ge3ycloBHA HEOTMEHsIEMa OAaHKOBA rapaHUMs B JIeBa, U3JANeHA OT
Oblrapcka  wmi dyXIOecTpaHHa ©OaHKa, B TON3a Ha MuHucrepcrBo  Ha
3/paBeoMNa3BaHETO, CbC CPOK Ha BamuaHocT 90 /meBeTmecer/ KaJICHIapHU IHH,
CIMTaHO OT KpaHHHs CPOK 3a MONyYaBaHe Ha opeprute. BankoBuTe rapanumm,
U3AJICHU OT 9yXJEeCTpaHHU GaHKH, crenBa 1a ca aBU3MPAHU Ype3 ObJrapcka 6aHKa,
TTOTBBPKAaBalla aBTEHTUYHOCTTA Ha ChOOLIEHHETO.

- TapWyHa CyMa, npeBeicHa mo OaHKoBa cMeTKa Ha MunucrepcrBo  Ha
3ApaseonassaneTo — IBAN: BG83 BNBG 9661 3000 1293 01, BIC xox na BHB —
BNBG BGSD - miarexuo HapeXxJIaHe B OpPUTHHAJ WX KOIIHE.

b. I'apanuus 3a u3nbiHenne na Aorosopa - [Ipu ckmrouBane Ha JIOTOBOpa,
YHaCTHUKBT, ONPENENCH 3a H3NBIHHTEN IIPECTaBs rapaHiys 3a W3IIBJIHEHHE Ha
CBIIHA, KOATO C€ OCBOOONK/IaBa CIIe]] HETOBOTO M3IIbiHeHHe, | apaHLusiTa € B pa3Mep
Ha 3 % (TpM IIPOLEHTA) OT CTOMHOCTTA Ha Aorosopa 6e3 JIJIC.

T'apannusTa ce npencrass B eIHa oT (OpMHTe, CHIIACHO UL 60, an.1 or
3aKkoHa 3a OOLIECTBEeHUTE MIOPBYKH:

~ OpHIMHAl Ha Oe3yCII0BHA M HEOTMEeHseMa 0aHKOBa rapaHIHMs, W3aneHa OT
Obnrapcka  wim dyXJecTpaHHa OaHka, B I0oJ3a Ha MpunucrepcTBo  Ha
3ApaBeoNasBaHeTO, CbC CPOK Ha BaIHAHOCT 30 IHH CICI M3THYaHE Ha CPOKa Ha
AoToBOpa. baHKOBHTE rapaHnyy, W3naneHn oOT dYXIECTpaHHH OaHKH, cjlienBa na ca
aBU3UpaHu 4Ype3 Owarapcka 6GaHka, NMOTBBpXKJaBallla aBTEHTUYHOCTTA Ha
CHOOIIEHHETO.

- IapH4Ha Cyma, npeBejieHa MO0 OaHKOBA CMeTKa Ha MunncrepcTBo Ha
3ApaseonassaneTo — IBAN: BG83 BNBG 9661 3000 1293 01, BIC koxg ma BHB —
BNBG BGSD- mnarexso HapeXJlaHe B OpUIHWHAJ MIIM KOIIHeE.

8. Cpoxk Ha BaauanocT Ha odepraTa — 90 / nesernecer / KaJICHIapHHU JHU OT
JlaTata Ha pa3riexIaHeTo

9. Kpurepuii 3a ouenxa na odepTHTe — “Hali-HMCKA 1IEHA”.

10. Mscro, e u gac 3a pasrjeikiaHe M oLeHABaHe HA o(epTHTe - B
crpajgata Ha MuHHCTEPCTBO Ha 3ApaBeomnasBanero, 1. “ Ceera Henmens” NeS, er.2 or
10:00 yaca Ha 15-Tug KaJICHAapeH AE€H, CUYUTaHO OT JeHs cJeBanl Jarata Ha
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CHEITNOUKAIMSI 2010
Mexpynapoiuno HenareHTno JiekapcrBena Makcamanna Koanuecrso
3adcnaBane ATC kon Ay Hapon p Msapka | croiiHocT Ko MKB xon
HauMEeHORAHME dopma o
w7
BOZDRNOR | EPTAC A (ACTIVATED) m%w,q%ma.s mg | 12362125 330 D682
hopma




