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MI4HI,IC TEPC TBO HA 3APABEOIIA3BAHETO
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TIOKAHA

3A YITACTI4E B TIPOqEAYPA HA AOIOBAP.flHE EE3 OF.SBJIEHI4E

MranucrepcrBo Ha 3ApaBeorra3BaHero, rp. Co$nr, rIJI. " Cn. Helell" J\b5, tet.
l02l 9301 466, Sarc l02l 9301 451, nnqe 3a KoHraKr Alercan4pa Crofirosa
apoptomova@mh.govemment.bg, Ha ocHoBaHI{e tIrI. 92, u'sn Bpb3Ka c qJI.,90, al.l,
r.6 or 3aroHu ,i o6ulecrneHlare ropbvKll n PeIueHue JS PA - I7-.Ef't.. or
.A0...efu...2010 r. Ha Mr,rnlrcrbpa Ha 3ApaBeorra3BaHero, orrlpaBt rloKaHa3a.tlracrue
B [poqe[ypa 3a AocraBKa Ha AorbJrHrlTeJrHr4 KOJrI4qeCTBa neKapcrBeH rpoAyKr c INN
Eptacog alfa (Activated) Ao r,r3nbnHlrrers rro AoroBop 3a,{ocraBKa Ha neKapcrBa rlpe3

2010 r. KaKro cneABa::

,rCoQaprvra Tpeft4uHrtt A!, B KarrecrBoro My Ha rIpeAcraBI{TeJr na Novo

Nordisk A/S Novo Alle - [anut, cbrJracHo AoroBop PA-L7-204117.02.2010r.

1.O6ercr Ha o6ulecrneHara nopbrrKa AocraBKa qpe3 rIoKyrIKa Ha

AorrbJrHlrreJrHrr KorlrqecrBa rreKapcrBeH rpoAyrr c INN Eptacog alfa (Activated).

2.Buana rrpolleAypara - AoroBapxue 6eg o6sereHue.

3.Koa cbrJracno HoMeHKJrarypara Ha KJracusurcaropa Ha obulecrseHure
ropbrrKr - 33600000.

4.I{rncxna6*tfl KbM yqacrHrrrl[Te - V.racfiI[IKbr B [polleAypara Mo)Ke Aa

6rAe 6urrapcro :rl-rrvr qyxqecrpaHHo $zslEuecro krlrvr rcpI{ALIqecKo nl4rle, Koero

orroBapr Ha upeABapurenHo o6sneHure or Bb3JlonolTenf, ycnoBlrfl. ,,{o yvacrl4e ce

AorrycKaT caMo f{acTHuqu, orroBapflIqu Ha LI3I{cKBaHLrara Ha 3aroua 3a



JIeKapcTBeHLITe IIpoAyKTII B XyMaHHaTa MeAurII4Ha /3flIXI\4/ U Har43r{cKBaHarflTa Ha
utr.47,an|, an2 H ar.5 or 3OfI.

5.O6rqlr ycJroBr.rfl 3a lr3rrbJrHeHrle Ha [opbrtKara :

cpox 3a [3rIbJrHeHHe Ha [opbrrKara - BcrKa orAeJrHa AocraBKa cJrerBa Aa
6rAe .uocraBeHa B cpoK Ao l0 /rccer/ pa6o*ru AHH cneA nonyqaBaHe Ha
3iLf,BKara - pa3npeAeJreHpre ot Bb3JIOII{I4TBJIfl n 3a KoJrlrqecrButa, rorrHo
orpeAeneHn B 3af,BKara. 3assrara-pa3rrpeAeneHue ce BpbqBa rHqHo cpeqy
IIoAnLIC Ha ylbnHoMoIrIeHO JTUIIe OT 3BeHOTO 3A aAMr4Hr4CTparpIBHo
o6cnyxnaHe Lrru ce I'I3IrpaIqa c rrperropbqaHo rrrcMo c o6patra pa3[r4cKa, 11o

sarcc ultu uo eJreKTpoHeH rrbr rpr4 ycnoBuflTa r4 ,,o peAa sa 3arona ga
eJreKTpoHHr4r,qoKyMeHT U eJreKTpoHHpL [OAlr{c.
Ha'run rr Mflcro Ha rr3[bJrHeH[e Ha AocraBKHTe - 3a uscro Ha Aocr aBr1e Ha
croKlrre ce olpeAeJrrr rcpafiHure rroJryrrareJrr4, olpeAeneHLr IIo peAa Ha
Hape46a Ns 34 or 25.11.2005 r.3a peAa 3a 3arrrarqaHe or peuy6nuxaHcKr4t
6roAxer Ha JrerleHl4ero Ha 6urapcrcz rpax(AaHlr 3a sa6ontna1us rr3Bbg
o6xeara Ha 3a4bJrxr.rreJrHoro 3ApaBH o o curyprBaHe.

r vc'ronvfl *t HaqrrH Ha eunaHc[paHe n' [JrarqaHe - 3aruaruaHero Ha croKr4Te
rlo AoroBopa ce u3BbpIIrBa orJlox(eHo B cpoK ao 60 /urecr,4ec eru;"l AeH, cJreA
rrpeAcTaBfrHe Ha CneAHlrTe AoKyr!{eHTu :

1) [ocranHa Oaxrypa, cbcraBeHa cbnracHo rr3lrcKBaHuflTa Ha 3![c u
IIIRAAC - oprrrprHatu2 /1rla/ 6pox 3aBepeHu Korrur;

2) flpuen'rarenHo-[peAaBarenHu nporoKoJru, rro o6paseq na MunucrepcrBo
Ha 3ApaBeona3BaHeTO;

O6o6rqeH orr4c Ha rrporoKoJrr,rre - 3 hpu/ 6pox;
flucuenn 3asBKrl-p€l3npeAeJreHrrr, rr3rorBeHu or MunncrepcrBo Ha

3ApaBeo[€BBaHero r4 3aBepeHra or rpafiHr.rre rronr{arenu ;

5) ceprnsurar 3a ocno6ox,{aBaHe Ha BcrKa napruAa, rr3AaAeH
rnannSnqplpaHo nrqe uo 3JIIIXM - 3aBepeHo or I43IIbJIHWTEJIfl Korue,
rIpeBoA Ha 6urapcKu e3LrK or Snpnaa, cKJrroq[rra AoroBop c MnnncrepcrBo
BbHrrrHr4Te pa6orn 3a Lr3Bbpr[BaHe Ha o$nqu aJrilunpeBoAr4.

Vzipoenure AoKyMeHTI4 ce [peAcraB{T B AenoBoAcrBoro na MzHncrepcrBo Ha
3ApaBeOla3BaHeTO' KJIacI4paHI4 I4 [puKaqeHI,I B IIarrKa. B nanxara ce rrpu;rara [LrcMo c
ofllrc Ha cbAbp)KaIrI[Te Ce B Her AOKylv{eHTLt, Karo 3aAbJrxLrreJrHO Ce frocoqBar
HOMEPATA, AATLITC U 6POX HA IIPUNO)KEHKTTE AOKYMEHTLI OT BCEKI4 BLIA.

6. Lrrncrcnanufl KbM [peAJraraHrrre JrexapcrBeH[ rrpoAyKTrr :
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JlerapcrneHrrTe rrporyKTLI rpr6na Aa oTIOBap flT HAU3UCKBaH'LItrta na 3axona ga

JreKapcrBeHr4re npoAyKrll B xyMaHHara MeAuIILIHa (3JI|DO\4) - tp"6Ba Ea

;;;;;*""ar B€uruAHo pa3peueHr{e 3a yrorpe6a n crpanuta, vs,.a*eHo flo peAa

Ha 3JIfIXM rawr Peruut."t (EO) Ns 7261 2004 r' Ha EnpoueficKuf rapnaMeHr

u Crsera [wr. 23, an.1 na'3nilxt4 ra cepu$rlKar :a ocso6oxAaBaHe Ha

rrapTlIIIAsu3AaAeH or rnanusuqllpaHo JIIIIIe no 3JIfIXM u yAocroBeptBalll' qe

[apTIIAaTaJIeKapcTBeH[poAyKTeIIpou3BeAeHavlrKoHTponI4paHaB
cboTBeTcTB Ue c rr3rrcKBaHr{ flTA HA pa3pelueHrreTo 3a y[oTpe6a no peAa Ha

3nnXM. B cnyrafi Ha E3rrrraHe Ha cpoKa Ha pirpelueHrlero 3a yrlorpe6a Ya

neKapcTBeH npoAyKT npe3 2010 I., yIacTHlIKbT AeKnapupa B cboTBeTcTBLIe c

qn. 55, u. 6 or 3JIIIXM, qe KOJIIIqeCTBaTa 3a neKapcTBeH?I'tt npoAyKT Ca

H€UIUIIHII;

JlerapcrneHr{re rrpo[yKrrr r{94:u 
^a 

6'sRar c AbpxaBHa peryrlnpaEa ueHa'

,"rrru."o wr.258, an. 1 or 3JIfIXM;

JlerapcrneHuTe rrpoAyKTII cneABa AA 6lAar BKJITTIeHI4 B fIOSI',IrIasHI4s

JreKapcTBeH CrrLICbK, aKryaJIeH KbM AaTuta Ha oTBaptHe Ha unnr J"lb 1 or

rpoIIeAypara.
JlerapcrneHrrTe rpoAyKTlI cJIeABa [a 6:I,Aat BKJIIOqeHu B neKapcTBeHa lrucTa',

rroKpuBaHa ot o6rq".t"a" 6oru Ha IIOHe TpI{ OT IIOCOqeHLITe CTpaHII S:q-n'-5',r'2

or Hape4 6a Ns3412005r. 3a peAa 3a 3aIIrIanIaHe or peuy6nuraHcKl4s 6roAxer

Ha JreqeHueTo na 6rnrapcKll lpax AaHVr ga sa6onqBalP{qIfr, l13B5H O6Xnara na

3aAbJIXI4TeJTHOTO 3ApaBHO Ocllrypf,BaHe'

Munnua.ueu CpOK Ha roAHoCT: cporur Ha roAHocr Ha rIpeAJIaI'aHLI{

JreKapcTBeH rrpoAyKT CJIeABa Aa 6t$e He uo-MaJIbK OT 25 lasaaeceT 14 rrcrl sa

cTo oT o6sseHus oT IIpOII3BOAIITeJI' K.6M AaTaTa Ha BCflKa AocTaBKa' Pasueprr

Ha HeycTOfirara 3a HeI43IIbJIeHue Ha 3aAbJIXeHIUTa IIo AOIoBopa e KaKTo

cJreABa: B Crryuafi Ha ,UoCTaBKa Ha neKapCTBeHI4t IIpoAyKT c [o-KpaTbK oT

.{oIoBopeHII'cpoKHafoAHocrI,I3flbrnu,rrpngTArnxnueycroftraKaKTo
crreABa: 24.gg-i5% - 20 % Bbpxy croftHoc'a Ha AocraBKara' flo* I5o/o cpoK

Ha pgAHOCT He ce AorrycKa lI AOCTaBKaTa HflMa Aa 6tAe 3aIIJIaTeHa' 
',{OCranrara'

HaJIeKapcTBeHIIpoAyKTcocTaTbIIeHcpoKHafoAHocT[o-M€IJIbror25
lnsa*ecr u rrerl"u ,tt or o6rsHvrus. or rIpoLI3BoAr{TeJIt oe r3BbprrrBa caMo c

lncMeHo cbrJracue na BlsIoxIITeJIf, 3a KOHKpeTHOTO KOJILIqecTBo' ollpeAeneHo

oT Hero. Be: uspllqHo IIIICMeHo cbfJlacue Ha BrgloxureJlfl CTOKI{Te H{Ma Aa

6rSar3aIInaIIIaHu.I4crcarreTo3aIII{cMeHocblJlacuecJIeABaAanocTbIII4B
AerroBoAcrBoro na Bb3JIOXI4TEJI-fl B cpoK na 3 hpul Awu or rlonrraBaHero

Ha 3zuIBKa-pa3rIpeAeJIeHLI e'

o Cporc Ha AoroBopa: Ao 28'02'20llr'

7.Yc.nosllfl I| pa3Mep Ha fapaHIII{flTa 3a yqacTl|e B IIpOIIeAypaTa Il Ha

fapaHll[flTa 3a I{3rIbJrHeHr{e Ha AofoBopa:



A. Iapauqutra 3a yqacrr{e B rpoqeAypara e B pa3Mep 51a3 399.5g ns.

fapaHqnara ce [peAcraBt B eAHa Or sopNaure, cbfJraclro un.60, al. I or 3aronasa o6qecrBeHure rropbqKr,r

- opl4n4HaJr Ha 6esycnonHa u HeorMeH.[eMa 6anxoaa rapaHrlur B JreBa, u3AaAeHa or6tnrapcrca uils rryxAecrpaH'a 6anxa, B rroJr3a Ha Mnuzcrepcrno Ha3ApaBeo[€BBaHero' cbc cpoK Ha BuuILIAHocr 90 /AeserAecer/ KaJreHAapHrr EHH,cqATaHo or rparzHza cpoK 3a rroJrr{aBaHe Ha o$eprzre. Bauros're rapaHrlr4u,I43AaAeHu or nyxAecrpaHHu 6auxn, cneABa Aa ca aBu3npaHLr qpe3 6rnrapcr< a 6ayxa,norBbp)KAaBarrla aBTeHTr,rqHocrra Ha cro6rqeHr4ero.

- rlapl{qHa cyMat [peBeAeHa IIo 6amona cMerKa Ha MuHncrepcrBo Ha3ApaBeorra3BaHero - IBAN: BGg3 BNBG 9661 3000 l2g3 01, BIc KoA Ha EH6 _BNBG BGSD - rrJrarexHo HapexAaHe B opLtrzHtur r4Jrlr Konue.

B' rapanq[fl 3a [3rlbJrneHr{e Ha AoroBopa - flpz cKrroqBaHe Ha Aor.oBopa,) racrHllKbr' onpeAeJleH 3a u3[bJrHuren [peAcraBr rapaHrlu,r 3a v3[bJrHeHpre Hacrrr\vIfl' Ko-[To ce oceo6oxraBa cneA HeroBoro Lr3rrbJrHeHne. fapan \prflTae B pa3Meprua3 Yo (rpu npoqenra) or crofiHocrra Ha AoroBopa 6es AAC.

fapanqurra ce [peAcraB, B
3axona sa o6rqecrBeHlrre [optbqKLt:

eAHa or $opuure, cbrJracHo vn. 60, an.l or

- opuruHarl Ha 6esycnonHa u HeorMeH.rIeMa 6asxona rapalrrul, r43AaAeHa or6rnrapcra urTvr qyxAecrpaH'a 6aHr<a, B uoJr3a Ha Mnuzcrepcrno Ha3ApaBeola3BaHero, cbc cpoK Ha B?IJT]?.AHOCT 30 auz cJreA u3Tr,rqaHe Ha cpoKa Ha
AOrOBOpa. Banrosure rapaHrlnu, u3AaAeHV OT rryxrAecrpallu lanrcu, cneABa Aa aaaBv3upaEu -qpe3 6rnrapcxa 6anr<a, norBbpxAaBarrla aBTegTr4qHocrra Hacro6qenlrero.

- napuqHa c).Ma, npeBeAeHa fro 6armona cMerKa Ha
3ApaBeora3Bauero - IBAN: BGg3 BNBG 9661 3000 l2g3 01,
BNBG BGSD- rrJrarexHo Hapel*AaHe B op'rrr4Harr uJrr4 Ko,'ae.

MulracrepcrBo Ha
BIC rol na BHE -

8' cporc Ha BaJrrrAHocr Ha oQepr ara - 90 / 4erer4 ecer /KiureHAapHr4 AHr4 or
AUt aT a Ha pa3rnex(AaHeTo

9. Kpurepnfi ra oqeHKa na oeepure _ ,,Hai4-HLteKa qeHa,,.

10. Mscror AeH r{ qac 3a pa3rJrexAaHe n, oqeHflBaHe Ha oseprure - BclpaAara na MnHracrepcrBo Ha 3ApaBeolra3BaHero, rrJr. " CBera He4eLa,, Jr,&5, er.2 or10:00 qaca Ha l5-rus *-t."4upeH AeH, cqLrraHo or AeHr cJreABarT{ Auruta Ha



_ 'r"'ilatr'''8'd'' 0.:t
r,rxnsdou uuearcelngo eH eHsJeIrtits orr udfVenodu s euicen1' ee- nrtleQo
r{rrrlrrrllco[ e0 tW eH edsJcl4Jed s eHesrt€dro es '117 Yel;c '7'te 'S oy o,rreVe11
?JesJ,, 'Lilr'oouxr,.r,dou unesrcerflgo ,, truFrxedufi'a exuHrcer'r( ro rgercVedu ec oJ,eo)

[erc 'uxr'sdou uHesrcefigo orr errulrnerv oV n eltnr erunedgeu oV ered,{trelrodu
s eurceh,{ Ba ewrrexou €H enelueduen eH el-ewfr luesVerrc 'trueV ro oHBJLIhc

'wer yu-pl €H eCeh 00'l,I oV XOdc s I oN ..rreVe11 emsC ,, 'Iru 'or,eH?st€uoesedVs
eH osrcdercuHul tr €H olosrcVosorreV s etrxeses ec errprlrernelt(xoV 3H

€r6r4Hesx cvrtu oHc€IrJnc eHesroJtu'ursd,tVefiodu s enrcehf ee urerdoQO' gf

'CSCS DgNg - ftHg en vox JIg '10 E6ZI

000€ 1996 CgNg €g9g :NVSI 'euHersedu.'( onredrHefl gHg - oreHestsuoesedVs

en osrcdeJclrHr{tr I €H €xrewc €soxH?g ou eVxesedu ec erewr{c uttu Yulternelt(xo[
en enesehrftrorr sr exodc s Bceh 00:rI oV gg:y1 ro neV nerogud ra)Iecs urerur(xoV

Hoxor€rrrr HeVeVen onaoVed frnedc oreH€steuoesedVe eH orosrcdercuHutrAl

eH elecex s erfierruBr ec enrfc €reHehocoll 'JW Heho[DIs c €setr peceF.udr,l

0€ e €r€Hetr -uredlttrelrodn s erllcutr.,( ue srrr,rlrsrnenrf>roY uu uue['71

or Brr''Herv ov ^ enr'rr eruuedeeu ";'t{g#:s{ lI "ffi$:#1"JT:I?;
InesEerrc 'trseV ro oHerlrr,c 'seV Ru-1I ?H sceh 00'rI ov xodc a '117'tc 'Z'te '9
oy ..rreVeH 'sJ ,, '[x 'oleu?sserroesedtrs eH osrcderc]rHl{tr I es ereVedrc s esehdrou
ec erelns,3 -urudfVeltodu s ellrcur't uc Elrlluureru,(xotr sH enssehfroil'Il

- Llxr'sdor uHesrcelngo ou errzllnery
eurcer',( 3t €J?HexoIr BH euelnedlrsH

JA /oP''AiJ' ''e7' '

ov eredr(trenodu soV lr ellur ernnedgeu
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