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P I: BI'SIAIAUI OPIAH
I.1) IIaIIMenoBaHlre. anD€cn n Mqcro/Mecra 3a KoETaItr:
Oibu{ra,rHo HauMeHoBaEue

Mr4HrcTepcrBo Ha SIpaB e ona 3 B aHe ro
lloqeHcKrr aapec
nr. "CB.lleaers"
fpaa
Cabn'r

flouleHcKx KoA

I000
CTpaHa
EEJrr.ap14q

Mrcro/Mecra 3a (oHTam:
Mr4Hr{crepcrBo Ha 3.qpaBeorla3BaHer(

TenedoH
029347 466

Ha BHuMaHnero Ha:

AJreKcaH,qpa cTolZKoBa
E-mail:
apoptomovaGmh. government. bg

OaKc
02 93 01 451

I4nrepHer aapecl-r (B npu,'Ioxr.rMllre cnyqall)
OcHoBeH aApec Ha Bl,3naraqlr' opmH (LIRL):
w',/w. mh. gover.nment. bg
Aspec Ha npoSl,|,ra Ha KynyBaqa (tJRL):
http: / /www. mh . government. bg /Arti cl e s . aspx ? lang=bg
BG&page id:4 32 &home=true
Aor6rElrerHa I,,HOopuaqu:r ruoxe aa 6r,Ae noryveua

I fopenocoueuoro/ure Mqcro/Nrecra 3a KoHtart
nApyro: r"rorc, nonr'l1Here llpxroxeHue Aj

Cnequibl{Kaqltlfl€ u aon'LjrHrrerlHxre AoI(yMeHrE (Blcuo.Iurerrto aoKyMeHTE 3a cGcre3meilert

AHzlror l] aHHzrMHqHa crc reva ru noK) nKH) \4ora r ,ra 6 saa t no,,r)^]eHx Ha:

I fopenocovenmo/ure rtsctoAtecta :a ronram
nnDyro: uo-rra, nonurHere npu,lox(eHlre A.Il

O(beprrrre snn 3arBnerfisra 3a ) racrue rpr6Ba aa 66aar E3flparens

I fopenocoueumo/rre Mtcro/Mecra 3a KoHTaKr

n,4pyro: ruora, nonr,,rHere llpl'ro)Keltrre A,lll

X nmnucrepcreo cnu rctxaKbB apyr
Haq oEarreH uff ibeaepajleH opraH:
BKlrIOqlTer Ho rexH[ perEolrajrlr]t l,ljln
MecTH flOlpajaeneHut

! na4ror:a,'rna n'ul $e4epa,rea
areHrllrt/crYx6a

!peruoraaeu ara necren opran

n perlronanna a:ra uecrna areHurtctylt6a
I ny6,rauronpaaaa opraulr:aunr

! eaponeficxa uxcrury\EAl areqrtta unti
Me)I(4/HapOAHa OprtrHx3aqtt

n o6rqu o6lqecrBeur ycayrtr

nor6paua
flo6qecmee pea u 6eonacuocr
loroana cpeaa

I raconou u'recr<a a QrHaHcoBn aeiHocrlt
fi:apareona:aaee
n nacraareaue/xrrlaqHo crpoltrcJlcrBo 1r

Mecra 3a ora[x Ir Ky,rrypa

!coqua,rna :anpmra

!ornrc<, xyrrypa u reporcnoBeaar[e
! o6pa:oranre

r.2) BI{A IrA B:r,3,rrArAqIIt OPrAF r{ OCHOBTLA. AEfiIIOCT rlJrr4 AETtrIOCTI{

!lpyro (uorr, norcuere): n,{pyro (uoru, norcrere):

Bl,3,rararqrlr oprax r3BbprrrBa norytrI{a or uMero na Apyrlr Br3lral'aulx Aa n He X



OEBE@ 3A IOPBIM GqlE ])

opraEu

PA3AE"[ II: OBEKT IIA IIOPbqKATA
ll.l I (JtrIrcaEf,e

l[1.1) 3aruraBne Ha lropbqraar|, npeAocraBef,o or Br,srararqlls opraE:
,4oc!!aBKa Ha reKapcTEeHr4 npoEyKTLt4 c Mex,Eysapo,qHo HenaTeHTHo
Har4MeHoBaHr4e Other antianemic preparations no tlape.46a ]l!34 or
25.11.2005r. cElracHo yrBbpEeHa cnerlrrorxaqrs.
1I.1.2) BnA Ea nopb.rKara r Mscro Ha rr3nlJrEeEtre Ha crponreJcrBoro, Mqcro Ha

aoclaBKaTa !,'lll M{cTo Ba npeaocTaBqHe Ha ycjryrxr€
(L[36epere caMo eAHa Kareroprt crporreJlcrBo, AocraBxx nnlr ycJl]a l, Kotro cl,orBercrBa B

Haii-rorrMa creneH Ha KoHKperHxq o6eKT Ha B:urara rlop6gKa u'u nol$,rlrc/ )
laa) CTDonre"'rcrBo a6| flocraurn (B) Yc,rvrl'

Ll 14snr,mreuue

!IlpoenrNpane lr
,3NbJIIIEHI,IE

! I4:rrpurmre,
He3aB[CllMO C KaKB!

cpe,qcTB4 Ha

cTpo! eJIcrBo,
oTfoBapttqo Ha

x3lcKBttHr.rqTa, ]'KajaEU
OT B]>3JIO)I TEJI'

!(floxynxa
n,lla:mr
!Haeu
nllorynxa aa rcnnar{aue

nKou6unaqrq or
fopenocoqeH,lre

Kar€ropur ycn].ra No
(('}rHocBo Kareropfiul e

ycryrx I 27, Monr, BrrKre
nprno)KeH'le IT KaM

[rpercrrlm 2004/1 8/EO)

OcHoBHa ruouraAKa llnr,
M'CTO HA Ii3IIRIHCHfiE HA

crpoETeJrcrBoTo

OcHoBHo Mrcro Ha ,qocraBKa

,4OCTaB,lHe Ha CTOItI4Te
no To3r,1 ,qoloBop ce
onpe,qeJrqr Kpai4Hr.rre

onpe,4efieHrf no pe,qa
Ha ]lape.E6a N 3412005
ro,qr4Ha 3a peaa 3a
3aEJlaqaHe oT
peny6firaKaHcRtlsr
6oExer, Ha reqeHr.tero
Ha 6bJIrapcKrare
rpax,4aHr{ 3a
3a6oJIgBaHus lrSBEll
o6xBara Ha
3 aa.bJlxrfreJrHo r o
3,EpaEHO ocr4r,ypfiBaHe.
KoA NUTS: BG

OcHoBHo Mscro Ha

fl peAocTaBrrJe Ha ycnyrure

xoA NUTS: rol NUTS:

flcrr

II.1.3) Ilacronrqo ro o6qB.'relrtre o6xBalqa

XO6uecrueta nopr,rna nCr,slagalrero Ha alrlraMuuua cncreMa 3a

roKynM (,4CII)

lra DaMKoBo cfl opa3ll{eHle

II.1.,1) I{n{oplraqrn orlroclo paM{oBoro clropa3yMeEne (B IIpx"roxnMlrTe cnyqarr)

lPauroro cnopa:yr,leHlle c IITIKoJIKO [Panaxoao cnopa:yrtreHae c eIuH orleparop

onepaTopa

FpoE: _ urr.r, B npllJloxnMlrre clq nr,
MaKcr a"reH 6pofi Ha JntacrHr' u'ne B



onJlrrlrrm 3A noPa&Gs!6 )

nnetrBfi treHoTo DavxoBo cTloDalvateH'le

CpoI( IIa AeficrBr€ Ha paMr(oBoro cnopa3yMeHn€:
CpoK Ha aeficrBrre B roarlHtu: nnn B Mecert!: _
O6ocHoBaBase Ha paMKoBo cnopal3yMeHue! qrdrro cpoK HarBr,flnaBa qer pr., roarH!{:

O6qa trporHo3Ha croiEocr Ea trol{TnKtrTe 3a q€!'rtff cpolr l|a AeicrBne Ea paMlcoBoro

crropa3yMeEEe (B rrpuJroxnMnre cnyqani trocoqeTe caMo qnopll):
IIporHo3Ha cro;Hocr, 6e3 Aa ce BK[]orIBa ,4AC: _ Baiyra:
Ilrlu o6xBaT: MoKAy _ a Ba"q'ra:

qecrora lI croiHocr Ha noplqRrire, RotrTo rp'IdBa aa 6bAar B'I'3"rotfterx (aRo ca

tr3BeCTr r):

II.l.5) Kparro onrrcaHrte Ea tropLqnara xJrII foKyuKara/troKytrRme:
Ilpe,4Mer Ha nopbqKara e .qocraBKa qpe3 llo]tynKa Ha reKapcrEeHu
rlpo,4yKTr.r c Mex.EysapoaHo HellareHTHo Hat4MeHoBaH]re other anti : neni c
preparations no Hape.q6a F34 or 25.11.2005r., no o6oco6eHr'I
nO3l4IIrlt'I C EITJIaCHO npI4JlOXeHaTa KLM .qOKyMeETaIIl4sTa yTB LpqeHa
Ta6JD,14a cneqlro Kaut(s.

rr.1.6 O6rq MIIIIOIOTUqEIl

Aol'b-rrrrtrT€,r€s pe.rs{R
(B npnnor(nM{Te c,ryqan)

ocHoBeE ooelrT

OcEoBeE
pe{lIuK

33600000

II.1.7) flop'I,qKa, o6xBaHara or Ctropa3J'ateHnero 3a ALpxaBslr nopB'Inll
(cPA)

AanEeX

II.1.8) Pa3aerqEe IIa o6oco6€Hn no3n{nlr (3a rrsoopMaq{t orltoclro Aa
o6oco6eH{Te flo3nqnnr u3not3BaiiTe nptrnoxeEue 6 ToJrroBa nbrllt
KOJ COTO e 6po{T HA O6OCO6eHI'r€ no3lrqtrtr)

AKo Aa, ooeprllTe rpt6Ba Aa 6BAa npeacraBeHlt 3a (nonl'rHere caMo eAHa K[erKa):

flcanro earja nosldrg Ele.qna rurr noeeqe nosv{t'{u lncuqkfi nosfi{uu

Hex ft

II.1.9) le 6baar trptreMaHt BapllaErll AanHeX
II.2 Ko,rxqecrBo rrJrrr o6eM Ha tro

II.2,2) Onquu (r rpn,ro'{trMrrre crryqa[)
AKo,aa, orl]'caHre Ha re3lr onqnu:

1I.2.1) CbBryntro Ro,'ruqecrBo nnrt o6eM (B(nl1)q(reJrHo Bcnqlcr o6oco6eE{ nosnqutr Ir

on(Iru' B trptrroxnMlrr€ c'nyqan)
C.r,r,JracHo yTBrp.qeHaTa cn e ql, Oi4 K aqr,{ s

B fiprj,'1o)r(rMllre c,lyqall, [porno3Ha croiiHocr, 6e3 aa ce B(nIo'IBa .44C (noco'{e're caMo

qr+PI,):
Ba"'ilra:

AKo e xiBecreH. npot HorcH rpad)t4K 1a hrno,'l:BaHe Ha leih onut]rl:
r,ullt llHn: (}T B63JI'fAECTO HA

6poii Ha BB3MoXHI € noAHoBtBzlHlrjl (aKo dMa raKIrBa): 

-



Ilpoabn)KfiTenHocr B Meceqx: _ rrJIr AHr,r

ul]u
Haqano AA/MN/rnr
3aBt DrLrBal;e 28/021201 I a,q/ur'.r/rrrr

(m Br,3raraHero Ha nopbqKara)

oEGrmlnorw\ GeFu:)

AKo e r.r3BecTeE, B crD/.Iafi Ha noAHoBreMu nopbt{KU 3aAocTaBKu uJr! ycryrx, nporHo3eH
rpa(DllK 3a nocreaBaqr nopb'rKH:

B \4eceqx: 
'llTH.IlIIIt: 

(or B6rjlaraHelo Ha nopbqxaTa

PA3,{E-II III: IIPABIIA, I,IKOHOMI{qECKA, OI,{HAIICOBA I{ TEXHI{IIECKA
14HOOPMAIIIIS

L1) ycnol'n'I Br,B Btlb3Ka c roDI'qKara

[I.1.1) U3{cKyeMx aeno3lr'rIr r mpasqlrf, (B trptr,rot$rMl're crryqa!)l
fapaHqhsra 3a yqacrrie e onpe,4ereHa ao 1t or BcfiKa o6oco6eHa
ro3t4\ra:7 t4 e B pa3Mep cbrflacHo yKa3aHoTo B EoKyMelrTarIl4ET a . Ilptf
cKrrcqBaHe Ha .4oroBopa, yriacrHlrKbrr onpe,qeJreH 3a t43nbrlHurer
llpeacTaBs rapaHqt4s 3a ]4311brIHeHve Ha cErp'Ifi, KoFTo ce ocBo6on",qaEa
cre.q HeroBoTo t4 snbrlHeHlre. IapaHllJ4sTa e B pa3Mep Ha 5 g (neT
nporleHTa) or croiiHocrra Ha ,4oloBopa 6e3 .4.qC 14 e c Bart4,qHocr 30

EHr CJre.! tIsT'J4qaHe Ha CpOKa Ha ,4oroBopa. lapaHl]t{I4fe 3a Yqa.a e t4

sa tJBn.bJrHeHl4e ce EpeEcraBET B e,qHa or OopMJ4Te, c'ElracHo '1r.60
or 3aKoHa 3a o6qecrEeHr'ITe nopbrlKt{:
- opl4rt4llar Ha 6esycroBHa 14 HeoTMeHseMa OaHRoBa lapaHqt'lsr
r43,EaIeHa or 6brrapcRa url4 rlyx,qecTpaHHa 6aHKa. EaHRoBara
rapa!rrlr4s, r.r3,Ea,qeHa or rryxrecrpaHllr4 6aHKla, cre,qBa,Ea e aBl4sl4paHa
qpe3 6brrapclca 6aHKa, llo rB I'px,EaB ania aBTeHT/qEocrra Ha

- naprirrHa cyMa? npeBe,qeHa no 6aHKoBa cMeTKa Ha MlrHt4cTepcTBo Ha

3,qpaBeonasBaHero - BHE lJeHrparHo ynpaBreH]re, IBAN: BG83 BNBG

9661 3000 1293 01, BIC Koa Ha BHB BNBG BGSD nJrarexllo
!rop-qtraHe s apu '/.Hat y Norl,c

,qoKyMeHTr4, KaEo 3a,E brixl l!eJlHo ce nocorlBar HoMepara, qarlare ra 6poq

IIl.1.2) OcHoBEf, oItHaHcoBIt ycr'IoBBt n llaquEtr Ea nJrarqaHe l/nnn tro3oBaBaHe Ira

pa:rropea6nre, KotrTo rn ype4qar:
3an"'tauaHero Ha cToKl4Te no,4oroBopa ce ]43Bbp Ea orroxeHo B cpoK

Ea 60 /uecraeceEr4tr/ Ee]dt cre,4 fipercraBqHe Ha crIeEHuTe EoKyMeHT]4:

3anrarlaHero Ha cToKl4Te no .qorroBopa ce I43BbplrBa orJloxeHo B cpoK

,Ea 60 / ecr,Eeceaul/ Eed, cJ1e.q npe,EcraBsHe Ha cJleEHr4Te

1)IocraBHa OaKTypa, cEcraBeHa cbrrrlacHo t{3r'IcKBaHr4sra tla 34EC 14

nll3,4lc - optlrr'{sarr tt 2 /aea/ 6pos saBepeHtr Konra.q;

2) lpr,reMarerHo npe,qaBarerHt4 nporoKort'I, I1o o6paseq Ha Ml4Hl4crepcrBo
Ha SApa Beona3B aHe ro i
3) o6o6qeH onr4c Ha npoEoKorr re 3 /rptl/ 6pa' i
4) IlacMeHta 3aqBKtI-pasnpe,4ereHl4sT tl3rorBeHt{ or Mt4Hr4crepcrEo Ha

3npaB e ona3 BaHe ro tf 3aBepeHI'I oT KpaliHtlre l]oJryqaTefiI4;
5) CeprrroxKar 3a ocBo6ox.EaBaHe Ha BcsKa naprlga, l43qaaeH or
KBart4otlrltrpaHo ff4rle no 3JIIIXM - 3aBepeHo or I'13n'bJIHI'lTEJIS Korure, B

npeBo.q na 6Brr,apcKt'I e3tlK or Ot4pMaT cKrloql4ra EorroBop c
Mr4E,rcrepcrBo Ha BLHm1ll,lTe pa6ort4 3a l43BbplxBaHe lra oo'jqlaarH'r
npeBo,4r{.
l436poeHlrre noKyMeHTr'I ce npe,qcraBATL B,4efioBoqcrBoro Ha

Mr4Hr4crepcrBo tla s,EpaBeona3BaHero / Kfiacr'lpaHr't tt npr4r'aver{tt
B EanRaTa ce npt{Iara [t4cMo c onrc r{a cb4BpxaqfiTe ce B He-q



oEeunnrntrrAiroPaq(AG4 2)

Ha npl4roxeH!4Te.qoKyMeHTt4 oT BceKtI B!4.q

IIl.1.3) IIpaBHa QopMa, rcoero rpqbBa aa trpuAo6ne rpynara or lKonoMxqecnn
oneparopr& Ea KoqTo ce Bb3!'rara ropl,qKara (B npr,'roxnMlre cJrrrall):

IIL1.4) Apyrx ocooefln ycroBuc, trptrrTo1IrIIMrr xI'M n3nr'rrt€Elrero na Aa n ge X
nopbqRaTa (B npuJroxuM[Te cJ'ryqalr)

AKo aa, oflucaHre Ha oco6eHlrre ycnoBug:

Yc"roBtrs 3a

III.2.1) JIxqHo c6cro'IBrr€ na nKoHoMllqecKnre oneparopll, BlcrrrcqtreJrHo tr3rlcKBal|n'I

BLB Bpr,3Ra C BnrcBa[eTo B trpooectroHajrHtr IlJrtr T'I'proBcl(I,r perucrprii

HnQopMaqnt u OopMatlrocrtt, Koltro ca Heo6xoauMu 3a oqeHIGTa aarrx lcttcKBaHutra ca

ll3NBJIHEHX:

no y.racrr4e ce ,qofiycKar Ec 'q:Ktf yeacaHt4rfl , Ko]4To orroBapgr Ha

l]pe'EBapr'rrerHo o6,1BeH',1re ycfiaBILa, flocorleHt'I B yrBbp4eHara
,qol{yMeHTarln.s t4 3a Kor,lTo He ca HatJt'I11e o6cro.ETetjcrBara na'alr.41 'aJ].7, aJ1.2 14 afl.5 or 3OIl.

1. y.racrHr,ir.tnre B o6qecrBeHara nopbqKa rps6Ba ,4a nplrrexaBar
pa3per-leHr{e 3a npou3Bo,ucrBo, ,,tsIlaaeHo no pe,4a Ha 3I]IXM (B

crrysahae no qr. 196, aJr. 1or 3JIIlXM) tarr 3a rcpfoBr4s Ha eEpo c
reKapcTBeHt4 npo,4yKTrl t'lJ1tt ynocroEepeHl4e 3a pert4 crpalll4s 5a
TBproBt(-s Ha e.qpo c JIeKapcTBa, l4nl4 pa3peueHl4e 3a BHOC - 

'{3IaEeHl4ro pe.Ea lia 3JIIIXM.
2- y.i'acq:ts r\ ae B o6qecrBeHara nopbq](a lps6Ba ,qa npl,rexaBar
ff[IeHsr4s, ,43,qaEeHa I1O pe.Ea Ha 3KHBII, Kolaro yqacrBaT 3a EOCTaBRa

lla reKapcTBeHl4 npoayKTl4, cB,qEpxalql, HapKorl4r{Ht4 BelqecrEa or
Epr4roxeHrrs 2 t{ 3 Ha 3KHBn.
.qoKyMesTtI orHocHo rBpFoBcKo llpaBHl4s c{aryr Ha KaHqt'Ilara:
1.1.Oplril4HaJl t{JIr'I Horapttat}lo 3aEepeHo Konl4e Ha y,qocroBepeHue "a
aKTyaJIHO C'ECTOq11tfe/ lr3Ea,4eHo oT KoMEeTeHTeH Opran B cTpaHara Ha

yqacTHt{Ka. Kor,a'lcl y'racrHtfKBT e perl4cTpl4paH t4!'114 npeperficTptlpaH B

eI HHr{s ereKTpoHeH TbpIoBcKt'l pe!r1cT'Ep Kr'M A|eHIlr4sra no
BI]UCBaHt4sTa He Ce l43trc(Ba y,4oCT'OBepeH]4e 3a aKTyaJlHo CIrCT'oqHl'e, a

ce rlocor]Ba EI4K.
1.2.Ap$uraHaJr t4Jltl Horapr'IatJHo 3aBepeHo Kont4e Ha aoKyMeHrl4,
y,4ocToBepqBaqtf npe,4cTaBI4ReJrHaTa BJIaCT Ha Jll4rleTOT OT KOeTo

,f3xo44a npeEloxeHlreTo, B crly'fa r qe ToBa He e SaKoHHt'tg

llpe,qcTaBr{Ter Ha yqacTHt{Ka.
1 . 3 . neKnapaql,r jr 3a orcbcFBtrero Ha o6crosreJlcrBa no .qr" 41 , afi'I tr

ar.2 or 30[. ,Eelcrapaqtr]r 3a orc6crBt{ero Ha o 6croq rejlcrE a ta no
.rr.4 7, ar.5 or 30II.

lII.2.2) l{RoroMnqecKn n
I{:r.rcxaaso/u r{l,srntarHo/E HuBo/a (B

flprnoxlrMxTe cnyqar{):

Cl,r,JracHo YcroBt{qra Ha

I4u$opvauur u tlopua"rHocru! Kolro ca

Heo6xoArME 3a oIIeHKaTa Aiinn u3llcKBaHrcra

3aBepeHo or YrtacrHl4Ra Konr4e Fa



o6rsnrHrE 3A noPaqA GqF 2l

nocleaH q My roE,lffeH cqeToBoIeH
6araHc ti orqera 3a np r.a4l,4 tr
pa3xo,El4, 3aBepesi4 oE eRcnepr
cqeToBo.4rfTeJr / B cJlyqarfTe
rrpeEBlrEeHr{ B 3aRoHa 3a
crreroBo,qcTBo. B cryrrar4Te Ha
HOBoperucBpr4paHr,l T'EprroBcl{r4
EpyxecrBa B cJlyqat4 Te, KolaTo
yrracrHlrK'br ynpaxHsBa cBo60.qsa
npoo-_ A, -.../Ba |'a()v' -t1 nd

,uo1(yMeHaa4rf gT a

III.2.3l Texsu'recKn BbJMo'ltrocrx
LlHoopMaqrfl I,, OopManl{oc .I! Korrro ca
Heo6xoArrMlt 3a oueHKa aam\ uz?tc]{.B't}luqra

ca x3ll6lrHeH r.r:

1. 3aBepeHo oll yqacrHr{Ka Kontre
Ha BaruEHo pa3perIIeHt4e 3a
ynoTpe6a Ha reKapcrBeHrq
llpoayKT, r,I3.qa.qeHo no pe,4a Ha
3JIIXM tntr PerraMeHr (EO)N!
'7 26 / 2AA 4 Ha EBponei,icKtlg
napJlaMeHT r{ cr,Bera x oIo6peHa
KpaTKa xapa(TeptlcrtfKa Ha
npo,4yKTa. B cry.lai Ha t43!t|\faHe
rla cpoKa Ha pa3peueHt4eTo 3a
ynorpe6a Ha reKapcTBeH Epo,EyKT
npe3 2 010 r., YrlacrH'fKET
,qe(raplrpa B ctorBercrBtfe c
rrJl. 55, er. 6 or 3JI[XM, qe
KorlrqecrBara 3a reKapcrBeHtlq
nponyRt ca Hafir4t}lt4 -

2.3aBepeHo or yr{acrEtjKa Ronr4e
Ha pasperleHl4e 3a B1bpl'oBtfq na
eapo c JIeKapcTBa, lrrlr'1
y,qocroBePeHl4e 3a pertlcrpaql4s 3a
T6pIoBfi.s Ha e.qpo, t',lJlrf

pa3perreHr4e 3a rlpon3BoacrBo, r{ nt'I

pa3peureHr{e 3a BHOC, t't3Ea,qeHt4 no
pena Ha 3J1ITXM.

3. SaBepeEo or YqacrH Ka Kontre
Ha rrr,'\eH3nq ' I43AaEeHa nO pe,qa
}'ra 3KHBII, Kolaro Yqacrst'tKBT
yriaclf Ba 3a ,EocTaBKa Ha
JreKapcTBeHr.,r l]ponyKTt{, c'6.qEpxalj1i4

HapKoTlrqHt4 BetlecTBa oT
flpr{roxeHtt.q 2 / 3 Ha 3KEBn.

I,bncKBaHo/E MxrxMa,'rHo/lr Hlso/a (B

flprljloxlrMure cnymE):

C.brrcHo yc,roBr4qra Ha
.EO KyMeH Taqt{ sTa

III.2.4) 3ana3esu nopl'qr(Ir (B trpltrtoxlrMlrr€ crryqaE) Aa n He X
lflopturara e orparuveHa ao npeArlptt'rut, non3Barlll ce cl,c 3aKpxJIa

ll4:nuraenuero na noprqKara e orpaulqeHo B paMKare Ha nporpaMl', 3a cl3aaBaHe rra

raunenr pa6or nl vec ta

III.3.I) ll3trr,'rEeHxero lla ycrryrara e orpaElrqeHo Ao onpeaeresa ,4a n He n

Axo Aa, [o3oBaBaHe fia npljroxlMara 3aKo{oB4 noa3aKoHoBa llJlx anMEH



oxEEHnE r^ xoP hu^ (epw 2)

pajno

III.3.2) Iopna{.recrflTe ,rrqa rpE6Ba aa rocorrar nMeBara r Aa n Ile I
opooecuoHanHara KBann+l,lKauufl sa nepcoHa,la. l(oii lo ol roBapfl ,a
rl3nLJrIreHr€TO EA VC!'IVrara

PA3AE,rr IV: IPOIIEAYPA
Bllalv.l) lJlrtr nooxenvDa

lv-l.l) Bxn nDouenrna 

-

I o."prtu
n orpam-rqeua

ycKopeHa orpaHxqeHa O6ocHoBaBaHe Ha I86opa Ha ycKopeHa npoqeaypa:

Ef AoroBap"He llva eeue rc6paer-r tannrigarll Aa L l He Ll
Alco aa, nocoqsre lrMeHara a aapecare na aeuc rlr6paurl
nKoHoMl'rqecKa oreparopa B pa3Aell VI I) Aoflcnlr'rrenHa
ruOoPMaqEs

Vii6p* na ao.o"up"He o6ocnoBaBaue Ha n36opa rra ycKopeua Ha aoroBaptae
npoqealpa:

n Cr,creratorea Aua,'ror

IV,1.2) Orpanurenne IIa 6pot Ba on€paropnre, r(of,To tqe 6B,qar troRaseHn nN npeAcraBcr

o(Deprn n,'rx aa yqacrBar
(orpaHrj.reHn npoqeAypn d npolleayp, Ha AoroBaptHe, cGcr*areneH auanor)

npe[B leH 6pofi Ha onepaloph le 

-

uJM npeaB{,qeH MxHttManeH 6pofi 

- 

1t! B npl'rnoxrlMl,Te cn} Ialr, uaxculrarren 6poii

O6eKrxBHH Kpmepx € olpaHxT aBaHe Ha 6pot Ha KaHar-Da lH le:

1V.1.3) HaM|nsBalle Ea 6poq Ea oneparopnre [o BpeMe Ea AoroBapsEero Aa n H" !
n,ru ana,rora (lpoq€aypa Ha AoroBapflne' cbcre3aTeJreu axaJror)

l43non3BaHe Ha tpoqerypa Ha eran! 3a tlocrelreruo naua'rarane ua 6pot Ha o6c6xAaHure

peilleHuq I'rn Ha aoroBaptHHTe ooepru

fV.2) XDnreDIrn 3a Bl3,.taraEe

IV.2.1 nofitrrHere cborBer[arallrre Krerlta./u

ii-H]lcKa ileHa

Illll{
Iuxonoul.recxr uaii-ulronna o$epra c or,'ren na

! noco.:enure no-aoly ,<prreput (xprreparre ra nr,:aaralre rpl6na Aa 65aar flocoqeru c

TtxHaTa rexecr llJ1]'l B HI'BxOntrq pea tJa BattKlrocr B cjrr{auTe' B KOI'lrO OflpeaelulHero

Ha TO)KeCT e HeBb3MOxHO rlopaA}l OTIeBI4qHU npuqEHtr)

lxpmeprare, nocovelx B cnequibhraq ure! B nonariara 3a npeacraBtne Ha o(beprx unu

3a AOrOBaprHe tr'Ix B orll'carenll]'It AoxyMeHT



06jl4@.3AnoPa{AG44{r)

IV.2,2) I{e ce mtro,'r3Ba erretrpoHeE Tbpr AanHeX
AKo a4 Aorr;nrrlre,'Ina rrH(bopMaqht oruocuo erekrpoullxt ftpr (B flo,qxoatlquTe cnyqarr)

trIIq

IV,3.1) PeOep€Hr€II EoMep Ha aocuero! onpeAereH or BL3rraraqne oprar (B

prno]{CllMnre c,ryqaf,)

Iv.3.2) Ilpelf,EHa/n ny6rll{aqE /Ir orsocEo cr'qara rlopLqRa Aa X He !

Io6*:renue:a npe4raphrenHa aHQopMal+rt !o6*nenue n npor[lrra Ha KyrryrBarla

Houep aa o6auewrero s oB: 2010/528-039860 or 10/0212010 la/MM/flrr

fl -Ilovru noearurua rry6arutaqnr (e npluroxrvlrre cnyua{)

IV.3.3) yc.roBtrq 3a noJlyqaBaHe Ha cneqxollKaqfinre rI AoIrbJru{TeJrHn aorcyMenrn (c

x3rcnrc.reH{e Ea ACII) rlJrtr Ea onFcar€neE aorylreur (r cnyvaa ua cbcre3ar€,les a{a".lor)

CpoK 3a norDAaBaHe Ha IlcKaHI,irI 3a Aoft'adeET' I'rrru 3a Aocran Ao AoLla{eHTu
qac: I7:00lara: 07/{)5/2010 AnlM Nr,hffr

flrartrMtr aoKyMeETn
A(o aa, qeua (flocoqere carvo qu$pu): 20 Ba"r)'ra: BGN
YcroBl,' ll HagrHL{ Ha rtauraHe:

n

IlocoqeHara cyMa ce Sanraqa B nocoqeHJ4g B o6qBreHlero cpoK R

KacaTa ].ta MrH!4cTepcTBoTO Ha sEpaBeona3BaHeTo BceKtr pa6oTeH Ees
Mexny 14:00 u 17:00 cperqy penoBHo I43,qa,qeH nrlarexeH qo]tyMetsr unn

ce npeBexaa no 6aHKoBa cMerRa ]ia Ml4Hl4cTepcrBo Ha

3ApaBeolra3BaHero BHE UeHrpanHo ynpaBneHt'Ie, TBAN: BG83 RNBG

9661 3000 1293 01, BIC Ko,q Ha BHE BNBG BGSD. Kort4e or
nJrarexHr,lfiT.qoKyMeHllBE CJIe,EBa 'qa 6I',4e nocraBe}lo B Ooeprara 3a

yqacTr4e B flporlenypa:ca KaTo loKasaTercTBo, qe ,4oKyMeHTaq]'4F e

saRyneHa no HaIJrexeH pe.q. .4oKyMeHTarlI'f FEa e ny6JrrKyEaHa t{ B

I]poorra Ha KynyBarra, c aapec, qt4Tt'tpaH B pasEer I'1) or
o6qBreHr4ero 3a Bs3JraraHe Ha o6qecrBeHa nopErlKa. Kolaro cpol{ET

rrsTr4qa B HenpJ4ctcTBeH aeH 3a KpaeH cpo( ce Ept{eMa n6pBl4'ET

ct- ! Baq oa6o-F ,4".

HexI^

IV,3,4) CpoK 3a trojlyqaBarre lla ooeprn tlJrl Ha ncRalrr'I 3a yqacrtre

nara: l7105 2010 aa'vv r r r r
qac:17:00

IV.3.5) Aara Ea n3npaqaHe Ha troraEnre 3a trpeacraBsse Ha o{}eprrr tIrII 3a yqacrlre Ea

s36paHf,Te l{aEntraar{ (aKo e rcBecrEo)
(B c,'{rqaq Ha orpaHnqeElr npoq€Aypx n flpoqeaypx Ha AoroBapqEe n cLcre3arer'reE

Anajror)
nara: ltMv/rrrl
Iv.3.6) E3trIvqnt Ha rconro Morar Aa 6rAar lrsrorBe{u olFeprllre f,JrII SasBfienuqrl3a

N'S IDA f]ET NEN f]]T NLT lMT NPL NSK NFI-ca tros nEr- nnn flLV nHU lNL DPr f]sl nsv
,iln\r:BBnraocKr

IV.3.7) Mn{f,M4,'reu cpox , nper nofiro oi}epesTl'T e o6BbpsaE or ooeprara (or(p{ra
flpoqeaypa)



- cpoK Ha lo.qHocr Ha npe.qrlarraHt4re {9I9!!l:9I1 r1P!

o@E@ 3A ro?rqA Gaq, ,)

Ao .rlara: _ AA/MM/rrrr
,r'ra poa6JDr(rrerrEocr e ueceq/r.r: _ !',ru AHu: 90 or Aarara, KorITo enocoqeHa3a
nara Ha no,rryqaBaHe Ha o{bepraTa

IV.3,8) ycfloBne sa orBapqEe Ha ooeprf,Te

!ara: 18/05/2010 aa/uu/rrrr qac: 10:30

Mrcro (B flpxroxuMtrre cnyra[): MlnHxcrepcrBo Ha 3apaBeona3BaHero, nr. "CB.HeAenq" 5

Jhrla, Konro ct ynb,,ruoMoqeEx aa npnc;crBar npn orBapqEero Ha Aa X H€ n
o$epr!re (B flpuJroxtrMxre c!'ryqar)
flpr,I orBap-qHe Ha ooeprIzre Molar ra fiptrcBcrBar n],aqara no '1r.68,
a.n.4 or 3OIl.

OIIbJ'IHIITE''IIiA ITHOOP

VI.3) Aor ',!Exre,'rHa 
rrE(DopMaqIIs (B nprl,roxtrMlrr€ c!'ryqet)

B cry.ralz, qe nptt lr3nBJlHeHr'Iero Ha nop6qKara l4e yrlacrBa
Iro.!t43n.L,trHr4TeJl e Heo6xo.qt'IMo ,qa 6b,4e lr3p14qHo sa.qBeHo roBa
o6crosrercrBo/ npolreHT't'T or o6lllara crolzHocr tr KoHKperHara qacr
oT flpe,qMera rla o6nlecrBeHaTa nopbqKa, KoETo qe 63'!e r'13nIt]HeHa or
cEorBerHr4s noat4snbJIHt{Ter. 3a no.El3nErHtfrerE cJleEBa .Ea He ca
HaJu4rIe o6croErercrBara no'trt.41 , arl.1, arr'2 v an.5 or 3OIl Karo
c.bqrq crre,qEa ,Ea npe,4craBtr.qoRyMeHTtrre no 'ir.56, an.1, T'1, T l,
r.4 t r.5 or 3aKoHa 3a o6qecrBeHl4Te nopbqRt{ .B cJlyrlat'ITe, Roraro
yqacTHrrKET e o6eEtABeHve, KoeTo He e ]opt'lE fqecKo rlxlle /rpaxnaHcKo
,qpyxecrBo/ 3a Bcet(t4 e,qJ4r1 or yrracrHl4qrale B a6eara$eHfiero cJIeEBa Ea

6.bnar npeEcraBeEtr ,EoKyMeHTr4Te 'rJ1.56, ar.1, T.1, T.3' T 4 r r'5
or 3aKoHa 3a o6qecrBeHtrre nopr,rll$,1.
C.!!,Jracrio yrBLp,qeHara ,4oKyMeHTaqtjs B ooeprara creaBa qa 6b,4ar
npeacTaBeH], 14:

1.Konr,le or .qoKyMeHT/ y,EocroBepsBaul saKynyBaHero Ha 4oKyMeHTaqls
3a yrracTl4e B o6uecrBeHa'!a nopbqxa.
2.To.reH aEpec, Jrl4rre 14 TeJIeOoH 3a KoHTaKTr, t4 6aHt(oEl4 peKBtl3]lrl4 Ha

yqacTHrl](a (o6pa3e4 N!2 ) .

3.TexHr.recKo npenroxeHle Ha yrlacRHl'tKa orHocHo o6nll'Te ycJloBt'IE 3a

J43n6rHeHt4e Ha nop'Erl(ara:
flpeEMer Ha oiDeprara (neKapcrBeH/tr npoEyKT/t{) 14 ooepr4paHo

cpoK Ha Bar'4,qllocr Ha ooepraTa, Ko]zTo He Moxe 4a 6'LEe Eo

KparBK olr 90 ra;rennapnr ,qHtr or KpaliHl,.s cpoK 3a norlyqaBaHe Ha

ooep ft4,
- cpoK 3a l4SnEJlHeHr'le Ha jlopbtrRaTa;

- cpoK r{ Haql4H 3a nJlallaHe;

VI.1) ToBa e nepfioAtrq8o noBTapqqa ce tropbqKa (B nprlnoxnMlrre 4a n ffe n
crry.ran)
Axo aa, [porHo3Hu cpoKoBe 3a ily6 lxyBaHero Ha cnelBalllu o6tB,'relll{t:

VI.2) tropr'qr(a BLB BpI'3r€ c rpoeKr dlrrrtr nporpaMa, Ko{ro ca Aa n He X
(PnHafi cnpaEx or o6rqHocrlrx (boBAoBe

Axo Aa, [o3oBaBaHe lla npoexra./ure r/a,lu nporpaMara/xre:



o6r$]rrj@ 3A roErftA G+!u 2)

- Iex.napaqrlx oT npllTexarefls ia paspeureurero 3a ynorpe6a Ha

JreKapcTBeHtr.s npoayKT 3a ocr'lrypsBaHe Ha Heobxoat'Iro{Te RoJlr{rrecrBa r
noTBEpx,EaEaHe Ha Epe.qJra|aHara IIeHa. B cryqai, qe npt{Texarer Ha

paspe enr4ero 3a ynorpe6a e qyx,4ecrpaHHo JIt4Ile, ,EeKrapaqr{sea ce
npe.qcTaB.s B opr4rrtrHar lrJl!4 HoTapt'IarlHo 3aEepeHo Konlre E q'!,pxaRara

no ce.Earr/lqe Ha nt{Llero, B npeBog Ha 6brrapcK[ e3trK or OtrpMa,
cKrrlor4r4Jra .4ottoEop c MI4HxcTepcTBo Ha BbHlnHl-1Te pa6oTu 3a tl3EEprIBaHe
Ha oorrrl[anHt1 npeBo.qt{ (CnI4c'EK],T Ha Ot4pMr'11e, c Kot4To Mi4Hl4crepcrBo
!o B.EFrnr{-e proot/ F ' oq ro noFoBopv ' t1y6 | "rBo B

erreKTpoHHr4E CaiT Ha MBHP) . 3a yaocroBepcBaHe Ha nO4nLCa nO!
,Ee KJrapaqtffiTa, cJIe,EBa ,4a ce npencraBl, aRTyarIHo i,{sBrleqeHt'Ie or
T.bpr,oBcKtts pert4crybp Ha c'E,4a' B RoliTo e per[crp]4paH Epl4Texa'I,ens
Ha pa3perreHtrero 3a ynorpe6a, oT Koero jla e BttAHa

npeacTaBtlTeJrllaTa BJIacT Ha J]l4llefo, noanvcaJlo EeKIapaqt4sTa, B

npeBoa Ha 6EJlrapcKtl e3l'K' B cry'lal4Te, B Kot'1To npl4Texarerirr tsa

pa3perlleHt{ero 3a ynorpe6a e 6EJIIapcKo Iopt{qt'rqecKo fll4rle e

.4OCTaT6I{HO Aa 6b,4e nocorleH HerroBtf.ET E''IK lrrtt ynocToBepHte 3a

aKTyaIHO CLcAAgHr4e I aRO Cbql4qT He e Bnt',lcaH B ereRTpoHHls
qEproBcnr perrr4crBp. TexHlqecKoro npenroxeHr'1e ce noEnt4cBa or

vr.4 o6xa-'rBaHe

VI.4.1) ODras. KoiiTo orroBaPs 3a

Otbrqrla.nro uaurtenoeanue
KoM,fctls 3a 3a4 Ta Ha ](OHKypeHqxsra
IIoueHcKu aapec
6yJr. Br{To a

CrpaHa
Peny6rrrKa
E.bJrrap fi

fPar
CoOu-c

TeneiboH
02 9884A14
@aKc
02 980t315

E-mail
cpcadminr3cPc. bg
I4HrepHer aApec (LJRL):

http: / /www. cpc. bq

?r finolledvDtrT€ flo Mellnaqxs (B n

Oib{q afl Ho HatMeHoBasli€

IturepEer aapec (uRL):

VI.4.2) IIoAaBare sa xa,'r6n (uo,T r, uonrnrere py6plRa Vl'4'2 JU rplr seo6xoAlrMocr

py6prro V1.4.3)
Vrotuere an$optaurrra ornocuo rpaina*/re cpok/oBe 3a noaaBalte Ha xa'r6rd:

Cr,rracHo .rr ' 120 or 3ofl



VI.4.3) C,rjr{6a, or Kocro Moxe Aa 6r'A€ nofyqeHa nHrDopMaqrq orHocrro troAaBaEero l|a

O(b,fl{ranlto HaxMeHoBaHr.re

IIonreHcK[ aapec

fPaA IlotqeEcrur xoa CTpaHa

Tere$oH

E-rnai1 OaKc

hHr€pHer aapec (llRL):

VI.5) Aara Ea mlpaqaHe Ea llacroirlloro obtB,'reEtre

]J:aia: 221 04 120 1 0 ld.fuMl rrrr
IPII,'IO}KEHI,IE A

oDrurnrE3AnoPaq(A({pq,)

KOHTAKTTITT.]IEI'ITN.IIIII4
'I 

MICTA 3A

D Aapecn x Mecra 3a (oHTaKTlt, or rco[To Mox€ Aa ce tro,rryqn aonBils[TelrHa
nH0opMaqrs
O{bl'q]-larHo HatrMesoBaHne

IIoqeHcK! aApec

lPar IloueHcKs I(oA CTpaHa

Mqcro/Mecm 3a KoHTa(T Tere0oH

Ha RHrMa]{xero

E-mail OaRc

I4HrepHer anpec (URL):

II) Agpecn rI Mecra 3a IcoETaKTr or xonro Moxe aa ce noryqar cneqtrolrlcaq[trTe It

AorlbnHnrentrn AoRyMeET[ (Bnnroq[re,'rEo AolcyMeETrre orlrocso c1'cre3arejreE Allajror
Enl,l anErvtrqHa cncr€Ma ]a noK]n$x)
O!DnqrunHo HaxMeHoBaHIre

IIoqeEcKx aApec

fpa,q IlorqeHcxlt Kor CrfaHa

Mscro/Mecra :a KoHTaxr TeneOoH

Ha BHllMaHr{ero Ha

E-mail OaKc

Hureprer aapec (URL):



obrBnEHuE noPrqqGq,!,)

IID A,qpecfi rr Mecra 3a rcoHTar(Tr Ea Kouro rpq6Ba Aa 6rAar tr3nparef,Il
o0eprnre/3aqBneHtrrra 3a yqacrfi €

OdJ! [ra ro Ha MeHoBaHne

IlorqeHcKa aapec

fPar IIouteHcKx KoA CTpaHa

M{cro/Mecra sa xograxr Te,reihoH

E-mai1 OaI(c

tln repxer anpec (JRL):

IIPIIJIOITEHIIE E

I{IIiDOPMAIE OTIIOCHO OBOCOFEHI4TE IIO3Itr[4II
O6oco6ena nosuqvq lvq: I 3arnaBle: JlexapcrBa 3arelleHxe Ha repMuHa"rHa 6c6peqEa

HeaoclaTbqHocT Ha xeMoAfi aji''3a

1) Rpar{o oflucasfle
OTHER ANTIANEMIC PREPABATIONS: ERYTHROPOIETlN; DARBEPOETTN

ALFA' Methoxy polyethylene glycol-epoetin beta -
napeHTepaJrHa OopMa

OcsoBeE Aonr,rnure-nenpeunur
(B flpn,'roxxMrre cJrJ"rall)

2) 06u repMUHonoruqeH peqHnK (CP\a

OcIIoBeE o6eRT

peqHntC

33600000

3) I(o,uqecrso !,ru o6eM
!o 159 500.8.4I
Axo e rBBecrHa, nporHo3Ha cro Hocr, 6e3 aa ce BKnro'IBa AIC (nocoqere caMo qti4pn):

- 

Ba"'I)'ra:
n,r!r o6xsar: Mex,qy I-r Ban]'m:

4) UnoopMaqls 3a pa3,'rtqf,a trpoabrtt reJrEocr Ea nopBtlRara IL'lu pa3jrtrqfia Aara 3r
Haqa,'ro/3aB6pnBase (B fl pltroxf, nrf,Te cflyrra{)
llpoAr,rxureilHocr B MeceqE: 

- 

[rn!r AI{rr 

- 

(cq{TaHo or 'qarara Ha Bb3naraHe

Ha rlop],,{ KaTa)

llllra
nara-no _ gafttu/rrrr
€Bl,DLxBaHe nr,/M v'i I rr

5) Aorn,r{trTe,'rEa IrHQopMaqtrs ortrocno o6oco6eHxre no3trqtrrf

(I43[on3BaiiTe roBa npllnoxeHlle rorKoBa IrETI! KorKoro e 6potr Ha o6oco6eslre no3tr{ut)



()6n.d6eq. Folrrrr,rc,\!: 2 :lanraBlre: JlekaDcTBa 3a Ier{eHue IIa 3jloKaqecTBeHll 3aoontBaHr4il

1) KparRo oflncalrue
O_ ILP AN I]AN"\4-^ PPEPARP_TON-
AI-EA, raPeHTeParIHa OoPMa

FRYTHROPO]ET]N DARBEPOETIN

ocEoB€H o6er$

OcHoBelt
peqBnr(

:r3600000

Aonr,,rErrereH peqxnR
(B npn.ro'{{ME'r€ cnyqan)

3) KonrqecrBo lrtx o6en{

Eo 98 000 ,ul.q
Axo e rBBecrH4 nporHo3lra croiiHocr, 6e3 aa ce BIcrIo'rBa nAC (nocoqere caMo tu{Oplj):

_ Ban 'ra:
{rn o6xBm: Mex,4y-u- Ba"r}ra:

4) I{qoopMaqlrfl 3a pa3rtrqsa trpoaLrxlrersocr lr| tropB'rltara trJrtr pa3JrnqHa Aarr 3a

EaqaJro/3aBLpEBaHe (B nptrr'IotflrMxTe cnyqax)

llpoAbnxrrre,tHocr B Meceq{: 

- 

l I'l A (cunrano m Aarara na atuarane

Ha floprqKara)
lrtv
Haqa,ro _ A,tr/MM/rrrr
JaBlDrxBaHe aAlv v-/r rrr

5) Aoflb,'Illlrefllla xEoopMalltrs orEocno o6oco6eHnre no3uqttr

o6mr.HqE 3a lor4rftA G40u )

IIPITJIO)KEHITE E

I,IHOOPMAIU{ OTIIOCEO O6OCOBI]HT4TE IIO3I4I@
3a6on

(143[o,,BBaiTe roBa nprJtoxeH[e roJIKoBa flT,rll, KotKoro e 6poqr Ha o6oco6eHnre rlo3llqur)


