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OBJIBJIEHHE 3A IlOP'bqJCA 

.l(upeKTHBa 2014/24/EC / 30Il 

OilpoeKT Ha 06.11BJieHHe 
~06.11BJ1eHue 3a nyfuim<y13aee 

P A3}lF..71 I: B1>3.7L\r AIQ OPr AH 
1.1) HaHMeHOBBHHe H BJq>eCH 1 (MO.IUI, DOCO'leTe BCJ111KH B'b3.llar~ opr8.BH, KOHTO 
OTl'OBBD.RT 3a nno~eJIVDaTa) 
Oq>Hl.{HaJJHO HaHMeHOBaHee: HauHOHaJJeH perncrpaqHOBeH HOMep: 2 
MHoronpo<}>1111Ha CiOJlHY1~a 3a aKTY1BHO 11eYeH11e - 1022 74111 
Syprac A.II 
IlomeHCKH ~ec: 
Oyn CTeqiaH CTaMCiOJlOB NI 73 
I'p8,ll;: I KO.A NUTS: IlomeHCKH KO.A: I )l1,p)KliBa: 
Syprac BG341 8000 BG 
JIHI.,\e 3a KOHTaKT: Te.neq>oH: 
Y1peHa neTKOBa , Map11R Y1BaHOBa +359 879358008 
EneKTpoeHa noma: Cl>aKc: 
mbalburgas 8000@grnail . com +359 56810592 
HeTepeeT 11,D;pec/e 
OcHoeeH 11,D;pec (URL): 
http://www.mbalburgas . com/ 
A,rlpec Ha npoq>HJJa ea K)'Il)'Ba"la (URL): 
http :/ /www. mbal burgas . com/bg/news/index/58/ 

I.2) O!.BMeCTHo B'h3Jlaraae 
Oilopo"IKaTa 06,raama CoBMeCTHO 8'b311araHe 

B CJiy'laH ea CoBMeCTHO B1>3.llaraee, 06,raamamo pa3mNBH ,A1,p)KaBH - npHJJO>KHMOTO eal.{HOHaJJHO 
3aKOHO,AaTe.nCTBO B cq>epaTa Ha o6meCTBeHHTe llOJ)'b"IKH: 

nilOD'b"IKaTa ce B'b3Jlara OT l.{eHTpaneH opraH 3a llOK}'DKH 

1,3) Ko ,-a~ 
~ .UoK}'MeHTal.{HJITa 3a o6meCTBeHaTa nopo"!Ka e .n;oCTonHa 3a HeorpaeH'!ee H m,neH np.11x 6e3DJlaTee 

.n;oCTon Ha: (URL) 
http:/ /www.mbaiburgas.com/bg/news/index/58/ 

0.UoCTolloT .AO .AOK}'MeHTal.{HJITa 3a o6mecreeHaTa DOJ)'b'iKa e orpaHH"leH • .l{Oll'bJIHHTeJIHa HRq>OpMauHJI 
MO)Ke .n;a ce nonyqH Ha: (URL) 
,ZloD1,.llHHTeJIH8 HH<POpMaUIDI MO)Ke .n;a 61>.n;e no.nyqeea OT 

~ropenocoqeeOTo/HTe M.RCTO/Mecra 3a KOHTaKT 
n.n;pyr am>ec: (MO./Ut llOCO'ieTe .D;PYf 11,D;pec) 
O<l>ep-rHTe HJJB 3a.RMeeHJ1Ta 3a yqaCTHe TP.R6ea .n;a fu.n;aT H3npaTeHH 
Oe.neKTPOHHO nocpe.n;creoM: (URL) 
~ropenocoqeeOTo/HTe M.RCTO/Mecra 3a KOHTaKT 
n.n;o C.lle.D;HHJI 11,Zl;l)eC: (MO./Ut llOCO"leTe .n;pyr 11,D;pec) 
LJ EneKTPOHHaTa KOM)'HHKal.{HJI H3HCKBa H3DO.ll3BaHeT0 ea cpe.n;CTBa H YCTpOHCTBa, KOHTO DO npHRUHD ee 

ca .D;OCTollHH. B1>3MO)KeH e HeorpaaH'leR H D1>.lleH DORK 6e3DJlaTeB .AOCToD ea: (URL) 

I.4) BHJJ; Ha B'h3Jlar~ opraa 
0MHHHCTepcreo HJIH BCRKaKoB .n;pyr H81.{HOBanee ~Ily6nwrnonpaeHa opraHH38UHJI 

HJIH q>e.n;epaneH opraH, BK.1110"1HTeJIHO TeXHH 
perHOHaJIHH HJIH MeCTHH no.n;pa3.n;e.nemU1 

QHauHoeanea HJJH <t>e.n;epanea areHUHJ1/My)K6a DEepoaeifcKa HHCTHTyUHJ1/areHUHJ1 HJJH 
Me)l(JzyBapo.D;Ha opraeB38UHJI 

0PernoHanes HJJH MeCTeH opraH 0.Upyrrnn: 
nPerHOHa.llHa BJ1B MeCTHa areHU:B.R/C.llY)l(6a 

I.5) Ocaoeaa 1,1;eii:HoCT 
006J.UB o6w.ecreeHB yc.nyre 0HacraH.Reaee/)KHJIHUJ.HO crpoHTe.ncreo e Mecra 

3a OT.ABX H KVJl'IYDa 



-

06/IBJIEHHI! 3A IlOP'h'IJCA (1cpcHJ1 7) 

00r6paaa 0CouuanHa3aKpHJJa 
006meCTBeH peA H 6e3oaacHOCT 
00KOJ1Ba CpeAa 

00r.znuc, K}'JJ,ypa H eepoH3DOBeA8HHe 
006pa30B8BHe 

0HKOHOMIReCKH "<t,HHaHCOBH AeHHOCTH 
3A aaeoaa3aaae 

P A3,[J;EJI II: IlPE.[J;MET 
II.1) 06XBaT Ha o6~ecreeeaTa DOJ)'h'IJ(a 

Il.1.1) HBHMeHoeaHHe: 

0Jlpyra AeHHOCT: ---- - --

,,~OCTaBKa Ha neKapCTBeHIII npOAYKTM 3a Alllanlll3HO neYeH111e 3a HY~All!Te Ha 
,,MSAJl - Syprac" A~ , rp . Byprac no oOocooeH111 no3111u111 , nocoYeHM B 
KOHKYPCHaTa AOKyMeHTaUMR" 
Ped>eoeHTee HOMeo: 2 

Il.1.2) OcHoeee CPV KOA: 
)loa'bJIHHTeneu CPV KOA: 1 2 

Il.1.3) BRA aa DOpl>'IJ(B 

33692800 

nCrpoHTeJJCTBO !Sa.l(OCTaBKH 

11.1.4) KpaTKO ODHcaHHe: 
1 . neKapCTBeH111Te npOAYKTIII TpROBa Aa OTrOBapRT Ha M3MCKBaHll!RTa Ha 3aKOHa 
3a neKapCTBeHll!Te npOAYKTII! B xyMaHHaTa MeAIIIUIIIHa (3nnxM) M TpROBa Aa 
np111Te~aBaT eanMAHO pa3peweH111e 3a ynoTpeOa B CTpaHaTa , 1113~a~eHo no peAa 
Ha 3nnxM 111n111 PernaMeHT (EO) N' 726/2004 r . Ha EBpone~CKMR napnaMeHT 111 
CbBeTa / Yn . 23 . an . 1 Ha 3nnxM/ 111 cepTlll~ll!KaT 3a OCBOOO~AaBaHe Ha BCRKa 
napT111na , 1113AaAeH OT KBanM~MUMpaHO nMue no 3nnxM, YAOCTOBepRBam Ye 
napTIIIAaTa neKapCTBeH nponyKT e npOM3BeAeHa Ill KOHTpon111paHa B 
CbOTBeTCTB111e c 1113MCKBaHMRTa Ha pa3peweH111eTo 3a ynoTpeoa no pena Ha 
3nnxM . B cnyya~ Ha M3TMYaHe Ha pa3peweH111eTo 3 a ynoTpe5a Ha ne KapcTBeH 
npOAYKT npe3 CbOTBeTHaTa rOAll!Ha /ro~MHM 3a KOIIITO ce npose~Aa 
oOiueCTBeHaTa nopbYKa, yYaCTHll!KbT neKnap111pa, B CbOTBeTCTBll!e C Yn . 55 , 
an. 6 OT 3nnxM, Ye KOnll!YeCTBaTa Ha neKapCTBeHIIIR nponyKT ca HanMYHM 3a 
cpoKa Ha Ae~CTBll!e Ha AOrOBOpa . 
2 . ~a ObAaT c yTsbpneHa ueHa , CbrnacHo Yn . 261a , an . l Ha 3nnxM ; 
3 . BCIIIYKIII npeAno~eHIII neKapCTBeHIII npOAYKTIII na C>bAaT BKnIDYeHM B no3111TMBHMR 
neKapCTBeH Cnll!CbK 

Il.1.5) IlporH03H8 o6~a CTOHHOCT:2 
OroHHOCT, 6e3 Aa ce BKJJIO'IBa )l)lC: 215 0 4 6 9 . 0 2 Banyra: BGN 
(3a paMKOBU cnopa3yMeHWI WIU OUHaMU'IHU cucmeMu 3a n01cymru - npoZH03Ha o6iqa MaKCUMM Ha 
cmouttocm 3a qJU1ama n])OO'l,Jt>ICU11e.nttocm Ha paMKoaomo cnopa3yMettue WIU Ha OUHaMU'IHama 
cucmeMa 3a noKymru) 

Il.1.6) PaaAeJIJ1He Ha o6oco6eHH noaH~ 
HaCTOHIUaTa D0p-b'1Ka e p83AeJJeua Ha o6oco6eHH D03Hf.Ulll 

~)la 
0He 

O<t,epTH MOraT Aa fuAaT DOAaBaHH 38 
~BCH'IKH o6oco6eHH D03HL(HH 
0MaKCHMaJJeH 6poii o6oco6eHH D03HL(HR: 
DcaMo eAHa o6oco6eea D03HI(HJI 

0MaKCHManeH 6poii o6oco6eHH ao3HUHH, KOHTO MOraT Aa fuAaT B'b3JIO)KeHH Ha eAHH o<t,epeaT: 
0B'b3Jlar~WIT opraa CH 3ana3Ba npaBOTO Aa B'b3Jlara llOp-b'IKH, KOM6HHHpamu CJleAHHTe o6oco6eHH 

D03HUHH HJIH rpynu OT o6oco6eHH 003HUHH: 

P A3,[J;EJI II.2) OnacaHae / o6oco6eea D03H~H.R 

11.2) 0 DHCBHHe 1 

Il.2.1) HBHMeHOBBHHe: 2 
Heparin 
06oco6eua D03HUWI NQ: 1 
2 

n.2.2) .l];OD'b.llHHTeJIHH CPV KOAOBe 2 
0CHOBee CPV KOA: 1 33 692 8 0 0 
.l(oD'bJIBHTeJJeH CPV KOA: 1 2 

YHll 71809bcf,3dc9-4 I S9-8029-f"506cf53 ll9 



lhJ)T>IJla: 
06JIBJIEffi1E 3A IlOP'h'!KA (•cpc,t.1 7) 

II.2.3) M.aCTO Ha H3Il'hJJHeHHe 
0CH0BHO M.IICTO Ha H30'hJJHeHHe: 
oonttvil:l tta anTei<:a 
KO.ll NlITS: 1 BG':!'11 

Il.2.4) OnucaHHe Ha o6~eC'l'BeHaTa nop'h'IKa: 
(ecreCTBO H KOJUf'leCTBO Ha CTpOHTeJIHH pa60TH, .llOCTaBKH HJIH YcnyrH HJIH YKa3BaHe Ha OOTpe6HOCTH H 
H3HCKBaHHJ1) 

AttaTOMO - TepaneBTvll:leH KO.rt /ATC-1<:o.rt/BOlABOl ; Me,ic.rtyHapO.rtHO HenaTeHTHO 
Hav1MeH0BaHv1e /INN/ - Heparin; nei<:apcTsetta q>opMasol . I nj.; nporH03HO 
KOnvtl:leCTBO B 6poi1 ODD/ TepanesTvtl:leH Kypc - 75000 ; 000/TepanesTvtl:leH 
Kypc , ml (MRpKa ) 
10000!0 ; PeqiepettTHa CTOIIIHOCT 3a DOD/ TepanesTvtl:leH Kypc , ml K'bM 
02 . 05 .201 6 r . - 3 , 22160 

Il.2 .5) KpHTepuu aa B'h3Jlaraae 
D KpnTepHHTe no-.l{ony 

D KpHTepHii 3a KaqeCTBo - MMe: / Te)Kecr: 1 2 2° 

D KpHTepHH, CB'hp3aH c pa3XO.llH - MMe: / Te)Kecr: 1 2° 
D UeHa - Te)Kecr: 21 

181 UeHaTa He e e,llHHCTBeHHJIT KpHTepHH 3a B'b3JlaraHe H BCH'IKH KpHTepHH ca 0000'-leHH caMO B 
.llOKYMeHTaUH.IITa Ha 06llleCTBeHaTa OOD'h'-!Ka 

ll.2.6) IlporaoaHa CTOHHOCT 
CroHHOCT, 6e3 .na ce BKJIIOqBa MC: 201350 BanyTa: BGN 
(3a pa.M.K06U cnOpa3yMeH.UR WlU OUH.QMU"4H.U cucmeMU 3Q no,cynKU - npoVt03H.Q o6U4a MQKCUMQ./IH.Q 
cmo(mocm 3a wuzama npoO'l.lD/CUme/11-1.ocm 1-1.a maau o6oco6e1-1.a no3UUUR) 

11.2.7) IlpOA'hJJ)KHTeJJHOCT Ha DOp'h'IKaTa, paMKOBOTO cnopaaYMeHHe HJIH AHHBM.H'llla 
CHCTeMa aa DOKyJIKH 
IlpO.l{'b./DKHTeJIHOCT B Mecel.(H: 24 HJIH IlpO,ll'hJJ)KffTeJIHOCT B .llHH: 
HJIH 

Ha'-lanHa .narn: M/MM/rrrr 
KpaiiHa .naTa: M/MM/rrrr 

Ta3H llOP'bqKa 0 0,LVJe)Kff Ha 00,Z{HOB.IIBaHe JJ;a D He!81 
OnHcaHHe Ha OO.l{HOBJ1BaHHJ1Ta: 

11.2.9) lhut,opM~ OTHOCHO OrpaHH'leHHe 38 6pOH Ha K8~8THTe, KOHTO ~e 6'1»JJ;8T 
DOKaHeHH 
(c H3KJ110qeuHe Ha OTKPHTH npoue.l{ypH) 

0<1aKBaH 6poii KaMH.l{aTH: 

HJIH IIpe,llBH,l{eH MHHHManeH 6poii: / MaKCHMaJieH 6poii: 2 

06eKTHBHH KpHTepHH 3a H36op Ha orpaHH'leH 6poii KaMH.l{aTH: 

11.2.10) HH4>opM~ OTHOCHO BapH8HTHTe 
me ~aT OpHeMaHH BapHaHTH lla D He!81 

11.2.11) HH4>opM~ OTHOCHO on~e 
OnQHH 

OnHcaHHe Ha onQHHTe: 
JJ;a O He!81 

11.2.12) IIH4>0pM~ OTHOCHO e.JieKTpOHHH K8T8JI03H 
OO<l>ePTHTe TP.R6Ba .l{a fu.naT npe.ncraaeHH not{ q>opMaTa Ha eneKTPOHHH KaTan03H HJIH .l{a BKJIIOqBaT 

eneKTDoHeH KaTanor 

II.2.13) HH4>opM~ OTHOCHO cpeii;C'l'Ba OT EBponeiicKHJI C'l,J03 
06llleCTBeHaTa OOP1>'-1Ka e B'hB BP1>3Ka c npoeKT H/HJIH nporpaMa, q>HHaHCHpaH/a C'bC 
cpe.nCTBa OT EBponeiicKH.11 C'bI03 

JJ:a D He!81 

M.neHTHq>HKaUHJI Ha npoeKTa: 

YHll: 71809bcf-3de9-41 S9-8029-fc506ef53 ll 9 
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06J1Bneora JA non'IKA (•cpc:>UI 7) 

I n .2 .14) )lom.nKHreABa HBc)>OpMIU"''" 

P A3,ZJ;FJI II.2) OnucaHHe / o6oco6eua no3u~HJ1 
Il.2) 0DHC8HHC 1 

Il.2.1) ffaHMCHOBaHHC: 2 

Saccharated I r on Oxid 
06oco6ee a ooauu HJ1 NQ: 2 
2 

n .2 .2) Aon'b.lDIHTeJIBH CPV KOAOBe 2 

Oceosee CPV KOA: 1 33692800 
.l{on'hJJHHTe.nee CPV KOA: 1 2 

II.2 .3) MJICTO Ha H3Jl'hJIHCHHe 
0CH0BR0 MJICTO ea H3n'hJJHeBHe: 
OonHl'1YHa a nT ei<:a 
KOA NUTS: 1 BG~'11 

n .2.4) OnHcaHHe u a o6m;eCTBeuaTa DOl)'h'IKa: 
(eCTeCTBO H KOnH'leCTBO Ha CTpOHTeJIHH pa60TH, AOCTaBKH HJIH ycnyre HJIH YKa3BaHe Ha DOTPe6HOCTH H 
H3HCKBlUUU1) 

AHaTOMO-TepaneBTMYeH K0.0 /ATC-i<:o.n/ - 803AC02; Mel!C,nyHapo.nHO HenaTeHTHO 
Hal'1MeHOBaHMe /INN/ - Sa ccharated Iron Oxid ; Jlei<:apcTBeHa 4>opMa -
solution for injection ; nporH03Ho KOnl'1YeCTB0 B Opoi'ii ODD/ TepaneBTMYeH 
Kypc - 15000 ; 000/TepaneBTMYeH Kypc , ml (MRpKa ) - 100mg ; Pe4>epeHTHa 
CTOIIIHOCT 3a ODD/ Tep anesTw-I eH KypC , ml K'bM 02 . 05 . 2016 r . - 12 , 78000 

II.2.5) KpHTepHH 38 B'b3Jlarau e 
0 KpurepuHTe ao-Aony 

0 Kp0Tep0i% aa Kaqecrso - 11:Me: / T~ecr: 1 2 2° 
0 Kperepeu, cB'bpaaH c paaxoAH - 11:Me: / Te>KeCT: 1 2° 
0 UeHa - T e>KeCT: 21 

181 UeHaTa He e eAHHCTBeHHJIT KpHTepHH 3a B'b3Jlaraee H BC~KH KpHTepHH ca nocoqem,1 caMO B 
AOKYMeHTaUHJ1Ta Ha o6iuecreeeaTa n oD'bqKa 

Il.2 .6) IlpOrH0 3H8 CTOHHOCT 
CToiieoCT, 6ea Aa ce BKm0'4Ba MC: 159750 BanyTa: BGN 
(3a pa.M1<08U cnopa3yMeHUR WIU OUHaMU'4HU cucmeMU 3a no,cynl<U - npoZH03Ha 061qa MOl<CUMCUIHa 
cmoi'.mocm 3a wuiama n~- .+._n...,.,,me.1mocm Ha maau o6oco6eHa no3UUUR) 

11.2.7) IlpOA'h,lDKHTe.lIHOCT ua DOp'hllK&Ta, paMKOBOTO coopa3)'MCHHe HJIH AJt)laMH'Dla 
CHCTeMa 38 DOKYJDCH 
IlpO}l'bJDKHTeJIHOCT B MeceuH: 24 HJIH IlpO}l'bJDKHTeJIHOCT BAHR: 
HJIH 
Ha'lanHa AaTa: AA/MM/rrrr 
KoaiiHa AaTa: AA/MM/rrrr 

Ta3H DOP,,'4Ka DO}lne>KH Ha 00.llHOBJIBaHe A a O H e 181 
OaHCaFIHe Ra D0.llHOBJ1l3aHHJ1Ta: 

II.2 .9) Hu4>opM~ OTHOCHO orpaHll'leHHe 38 6pOJI Ha K~ aTHTe, KOHTO m;e 6'hAaT 
DOKaHCHH 
(c H3KnIO'leHHe Ra OTKpHTH opoue;zype) 

QqaKBae 6poii KSH.llH.llaTu: 
HJJH IlpeAl3H.lleH MHHHManee 6poii: / MaKCHManeH 6poii: 2 

06eKTHBHH Kp HTepHH 3a H36op Ha orpaHH'leH 6poii KaHAHAaTH: 

YHn: 7 1809bcf-Jde9-41S9-·B029-fc506d'SJI 19 



Oli.!IBJIEHHE 3A 001'1,'!KA (aepctu 7) 

11.2.10) HH4>opM~ OTHOCHO B8pHaHTHTe 

me fu,ll;aT DDHeMaHH BaOHaHTH llaO Hei81 

11.2.11) HHcl>opM~ OTHOCHO on~HTe 

001_\HH JJ;a O Hei81 
Onecaeee ea ODI.\HHTe: 

11.2 .12) HH4>opM~ OTHOCHO eJieKTpOHHH K8T8JI03H 

00¢,epTHTe TP.R6Ba ,ll;a fu,ll;aT npe,ll;CTaBeHH DO,ll; q:,opMaTa Ha eJJeKTJ)OHeH KaTaJI03H HJIH ,ll;a BKJJIO'IBaT 
eneKTOoeeH KaTaJIOr 

11.2.13) HH4>opM~ OTHOCHO cpeACTB8 OT EeponeHCKHJI C"hl03 

06~eCTBeeaTa D0p-b'1Ka e B'bB Bp'b3Ka C npoeKT H/HJIH nporpaMa, ¢,HHaHCHpae/a C'bC 
cpe,ll;crna OT EBponeHcKH.11 C'bI03 

,ZJ;a O Hei81 

l1,ll;eeTH¢,HKaQru1 ea npoeKTa: 

Il.2.14) ,lJ;OD"LJIHHTeJIH8 HH4>0pM~: 

P A3,ZJ;FJI 11.2) Onacauue / o6oco6eua noaH~HJI 
II 2) OnHcaHHe 1 . 
II.2.1) HBHMeHOBB.HHe: 2 

I r o n (III) - hyd roxide dextran complex 
06oco6eea noaHQH.11 NQ: 3 
2 

II.2.2) ,ZJ;on'hJIHHTeJIHH CPV KOAOBe 2 

OceoBee CPV KO,ll;: 1 33692800 
.Uon'bJleHTenee CPV KO,ll;: 1 2 

11.2 .3) M.sCTO Ha H3D'hJIHeHHe 

OceOBHO M.IICTO Ha H3Il'bJleeeee: 
00JIHMlJHa anTeKa 
KO,ll; NUTS: 1 BG~41 

11.2.4) 0DHCBHHe Ha o6~eCTBeH8T8 D0p'1>'1K8: 

(ecreCTBO H KOJJH'leCTBO ea crpOHTeJJHH pa60TH, ,ll;OCTaBKH HJJH ycnyre HJJH YKa3Baee ea DOTPe6HOCTH H 
H3HCKBaHHJ1) 
AHaTOMO-TepaneBTMlJeH KOA /ATC-KOA/ - B03AC06 ; MeJKAYHapOAHO HenaTeHTHO 
HaMMeHOBaHMe /INN/ - Iron (III l - h yd r oxide de x t r an complex ; 
Jlei<:ap cTBeHa q>opMa - solut i on f or injection ; np orH03Ho KOJIMlJeCTBO B Opot1 
ODD/ TepaneBTMlJeH Kypc - 2 SOO ; DDD/Tep aneeTMlJ eH Kypc , ml (MRpKa) - 100 
mg ; PeqiepeHTHa CTOJ.1HOCT 3a ODD/ TepanesTMlJeH Kypc , ml K'bM 0 2. 05 . 2016 r . 
- 11,4 6200 ; 

II.2.5) KpHTepHH 38 B'h3.llaraue 

O KpHTepHHTe DO-,ll;OJJy 
0 Kperepeii: aa Ka'leCTBo - 11Me: / Te:>Kecr: 1 2 2° 

0 KpnTepuii, CB1>p3aH c paaxo,ll;H - 11Me: / Te:>Kecr: 1 2 ° 

O UeHa - Te:>Kecr: 21 

181 UeeaTa ee e e,ll;HHCTBeeHJIT KpHTepHH 3a B'b3JlaraHe H BCH'IKH KpHTepHH ca DOCO'leHH caMO B 
,ll;OKVMeeTaQHJITa Ha o6~ecrBeeaTa DOD'b'1Ka 

II.2.6) Ilp OI"H03H8 CTOHHOCT 

CToHHOCT, 6ea ,ll;a ce BKJJIO'IBa MC: 23879 . 17 BaJiyTa: BGN 
( 3Q paMKOBU cnopa3yMeHIIR U/lU 0UHQMU4HU cucme.Mu 3Q llOKYllKU - npoett03HQ o6iqa MQKCUMaJIHQ 
cmoiinocm 3a rnrnama nDOOb./OICUme.nHocm Ha ma3u o6oco6eHa no3uuwi) 

11.2.7) IlpOA"J,,JDKHTeJIHOCT H8 D0p'l>'IK8T8, p 8MKOB0T0 CD0p 83)'MeHHe HJIH AffH8MH'IH8 
CH CTeM8 38 DOKYJIKH 

IlpO,ll;'bJl)l(HTeJJHOCT B MeCeQH: 24 HJIH IlpO,ll;'bJl:>KHTeJJeocr B ,ll;HH: 
HJJH 
HaqaJiea ,ll;aTa: AA/MM/rrrr 
Koaii:Ha ,ll;aTa: AAIMM/rrrr 

YH!l: 71 809bcf-Jde9-41 S9,8029,feS06cf53 I I 9 
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OliJIBJIEH){E 3A nOP'b'IXA (oq,c,u 7) 

Ta3e DOp-b\fKa DOA/le)KH Ha DOAHOB.JrBaHe .ll.a O H e ~ 
0DHcairne ea DOAHOMB.aawna: 

11.2 .9) HH«l>opM~ OTHOCHO OrpaHJfqeHHe 38 6pOH Ha K~aTHTe, KOHTO m;e ~BT 
DOKaHeHH 
(c B3Kmoqeeee ea OTKJlHTH npoue,zzype) 

(}qaJ<BaH 6poii KaH,ne,naTH: 
H.JIH Ilpe,nBH,l{eH MHRHMaJieH 6poii: / MaxcHManen 6poi%: 2 

06eKTHBHH KJlHTepHH 3a H36op ea orpaHH"leH 6poH Katt,ne,naTH: 

11.2 .10) HH«l>opMa~ OTHOCHO BapHaHTHTe 
IUe 61,,naT DPHeMaHH B.aPHaHTH .ll.a O He~ 

11.2.11) HH4>opM~ OTHOCBO 0~ 
OnqHH .ll.a O H e ~ 
Onecaeee Ha ooueeTe: 

Il.2 .12) BH4>opM~ OTHOCBO eJJeKTPOHHH K8T&II03H 
O O<t>epTHTe TPH6B.a .na fu,naT npe,ncraBeHH no.n <t>opMaTa ea eJJeJ<TPOHHH xaTan03H WJH .na B.KJJJOqeaT 

eJJeKTPOHee KaTanor 

ll.2.13) Ba4>opM~ OTHOCHO cpeACTBa OT EBpooeiicKHJI C'.b103 
06~eCTB.eHaTa DOp-b\fKa e B.'hB B.p-b3Ka c opoeKT e/HJJe oporpaMa, <t>eHaHcepaH/a C'bC 
cpe,nCTB.a OT EapooeiicKHH C'bl03 
H,neeTH<t>HKal.lHH Ha opoeKTa: 

II.2.14) ,UOll'l>JIHHTeJIHB HH«l>OPM~: 

P A3.Z:.FJI 11.2) OoHcaHHe / o6oco6eea ooau~HB 
Il.2) OoHCBHHe 1 

11.2.1) HBHMeHOBBHHe: 2 

Epoetin alfa 
06oco6eHa D03Hl\HH NQ: 4 
2 

ll.2 .2) .ll,oD'hllHHTeJJHH CPV KOAOBe 2 

Oceosee CPV KOA: 1 33692800 
,Uon'bJIHHTeJJeH CPV 1<0,n: 1 2 

11.2.3) M.JICTO Ha H31n>JIHeHHe 
0CHOBB0 M.IICTO ea H30'bJleeHHe: 
00J1H114Ha anTeKa 
KOA NUTS: 1 BG':1.41 

Il.2.4) 0DHCBBHe u a o6m;eCTBeHaTa ool)'bqxa: 

.ll.a O He~ 

(ecrecrso H KOnH"leCTBO ea CTPOHTCJIHH pa60TH, AOCTaBKH HJIH ycnyre HJIH yxa3saee Ha 00Tpe6HOCTH H 
H3HCKBaHHH) 
AttaTOMO-TepaneBTl14eH K0.0 /ATC- 1<:o.o/ - B03XA0l ; MeJK,nyttapo.otto Hena TeHTHO 
Ha11MeHOBaH111e /INN/ - Epoetin alfa ; JleKapCTBeHa qiopMa - sol. inj .; 
nporH03Ho KOJ11114eCTBO B OpOYl DOD/ TepaneeT1114eH Kypc - 93000 ; 
DDD/TepaneB Tl14 e H Kypc , ml (MRp Ka) - 1000IU; Peqiep eHTHa CTOY!HO CT 3a ODD/ 
Tep aneeT1114eH Kypc , ml K'bM 02 . 05 . 201 6 r . - 8 , 79833 

n.2 .5) KpHTepHH 38 B'b3Jl&r8He 
n KPHTepHHTe 00-AOnv 
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0 6J!BJIEHME 3A nOP'b'OCA (ocpau 7) 

U KpBTepHH 3a Ka"lecrBo - HMe: / Te)KeCT: 1 2 2° 
0 KpHTepKH, cin,p3ae c pa3XOAH - HMe: / Te)KeCT: 1 2° 
0 Ueea - Te)KeCT: 21 

~ UeHaTa He e eAHHCTBemtJIT KpHTepHH 3a B'b3.llaraee H BCH"IKH KpHTepHH ca DOCO"leHH caMO B 
AOKYMeHTa~IDITa Ha o6mecTBeHaTa DO)Yb"IKa 

11.2.6) IlporH03H8 CTOHHOCT 

Croiteocr, 6e3 ,na ce BIUIIO'lBa .llll.C: 681870 . 58 Ba.JIYI'a: BGN 
(3a paMKOBU cnopa3yMeHWl UIIU OUHaMU'iHU cucmeMU 30 no,qJnKU - npo2H03Ha OOU{a MOKCUMCl/lHa 
cmoi11-1ocm 3a wuzama npaObMICUme111-1ocm 1-1a ma3u o6oco6e1-1a no3UUWl) 

11.2.7) IlpOA'h,IDICHTeJIHOCT Ha DOl)'l,'11.K&Ta, paMlCOBOTO CDOpaayMeHHe HJlH AHJUlMH"IBa 
CHCTeMa aa DOKyIIKH 

IlpO~TeJIHOCT B MeceuH: 24 HJJH IlpO,Z{bJDKHTeJIHOCT B AHH: 
HJIH 

Ha'iaJJRa ,naTa: AA/MM/rrr r 
Koaiiea ,naTa: AAIMM/rrrr 

Ta3H D0JYb'IK8 D0J:Vle)f{H Ha DOAHOBReaHe AaO He~ 
OmtcaHHe Ha D0AHOBJIB3HHJ1Ta: 

n.2.9) IIHcl>opMaJOUI OTHOCHO orplUIH'leHHe aa 6po.R ea KaHAHAaTHTe, KOHTO ~e fn.AaT 
DOKaHeHH 

(c H3KJIIO'leHHe ea OTKPHTH opoue,zzypH) 

O"iaKBae 6poii KaH,lll1A8TH: 
HJIH Ilpe,z,;BH,AeH MHHHMaJJeH 6poii: / MaKCHMaJJeH 6poii: 2 

06eKTHBHH KpHTepHH 38 H36op Ha orpaRH"leH 6poH KaHAJm3TH: 

n.2.10) HHcl>opM~ OTBOCHO BapHaHTHTe 

m e fu,naT DPHeM3HH B8PH3HTH .zi:an He~ 

11.2.11) HHcl>opM~ OTHOCHO ODJ.OOITe 

OoQHH JJ:aO He~ 

0oHC8HHe Ha ODQHHTe: 

11.2.12) HHcl>opMa~H.R OTHOCHO eJJeKTpOHHH KaTaJl03H 

00cpepTHTe TpH6Ba .na fu,naT npe,z,;craeeHH DOA cpopMaTa Ha eneKTpOHHH K3TaJJ03H HJJH ,na BKJIIO'IB3T 
eneKTOOHeH K3TaJJOr 

11.2.13) HHcl>OpM~ OTH OCHO cpeACTBa OT EBponeiicKH.R C'hJ03 

06meCTBeeaTa DOJYb'iKa e in,e BJYb3Ka c npoeKT H/HJJH oporpaMa, cpHHaeCHpaH/a C'bc 
cpe,z,;CTBa OT EeponeiicKHR C'bI03 
H,neHTHcpHK3QHR Ha npoeKTa: 

ll.2.14) Jl:Oll'hJIHHTeJJHa HHcl>OpM~: 

P A3J];FJI 11.2) Ooucauue / o6oco6eea ooaun;H.R 
11.2) 0DHCaHHe 1 

11.2.1) HauMeHOsaHHe: 2 

Epoet i n beta 
06oco6eea no3HQHR NQ: 5 
2 

II.2.2) Aoll'hJIHHTeJJHH CPV KOAOBe 2 

OcHoeee CPV KO,n: 1 33 6928 00 
.l.{on'bJIHHTeJiee CPV Ko,n: 1 2 

YHll: 71809bcf-3dc9-4159·8029•fc506cl53 119 
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06.RBJIEHHE 3A nOP'b'lKA (1cpCKA 7) 

11.2.3) Macro Ha H3ll'h.llHeHHe 
0CHOBHO MJICI'O Ha H3D'hJIHeHee: 
OOJlHY1"1Ha anTeKa 
KO.A NlITS: 1 BG341 

ll.2.4) Onucauue Ha o6m;ecrueHaTa noJYhqxa: 
(eCTeCTBO H KOJlH'leCTBO Ha CTpOHTMHH pa6oTH, .AOCTaBKH HJIH yc.nyrH HJIH YKa3Baee Ha DOTPe6HOCTH H 
H3HCKBaHWI) 

AttaTOMO -TepaneBTY!YeH K0.0 /ATC-Ko.o/-B03XA0 l; MelK.OyHapo.oHO HenaTeHTHO 
HavtMeHOBaHvte /INN/- Epoet i n beta ; Jle KapCTBeHa q,opMa - sol.inj .; IlporH03HO 
KOJlvtYeCTBO B opo11 ODD / TepaneaTviYeH Kypc - 14600 ; DDD/TepaneaTviYeH 
Kypc , ml (MRpKa) - 1000IU; Peq,epeHTHa CTOJ1HOCT 3a DOD/ TepaneaTviYe H 
Kypc , ml K'bM 02 . 05 . 2016 r . - 8,79833; 

ll.2.5) KpHTepHH 3a B'l>3.llaraue 
D KpHrepHHTe no-.,qony 

0 KpHTepee 3a KaqeCTBo - 11Me: / TeJKecr: 1 2 2° 

D KpHTepHe, cin,p3as c pa3XO.AH - 11Me: / TeJKecr: 1 2° 
D UeHa -TeJKeCT: 21 

181 UeeaTa He e e,AHHCTBeHWIT KpHTepHH 3a B'b3JlaraHe H BCH'IKH KpHTepHH ca nocoqeHH caMO B 
.AOKVMeHTaQHJITa Ha o6~eCTBeHaTa DOlYbqKa 

ll.2.6) Ilporuo3Ha croiiHocr 
CroiiHocr, 6e3 .,qa ce BKmoqBa MC: 107046.35 BanyTa: BGN 
(3a JXZMKOBU cnopa3yMeHUR WlU OUHOMU'l'HU cucme.Mu 30 no,qJnKU - npoatt03HQ o6iqa MQKCUMQ/IHQ 
cmo(mocm 3a wv,ama nvoO'M:HCUme;mocm Ha ma3u o6oco6eHa no3uuwi> 

11.2.7) IlpO,l{h.lDKHTeJIBOC'r Ha nop'b'IKaTa, paMKOBOTO cnopa3)'MeHHe HJIH AlfHBMH'IHa 
CHC'reMa 38 DOKylIKH 
IlpO.A'hJIJKHTMHOCT B MeceuH: 24 RJJH IlpO,A'hJIJKHTMHOCT B .AHH: 
HJIH 
HaqanHa .,qaTa: M/MM/rrrr 
KpaiiHa .,qaTa: MIMMlrrrr 

Ta3H DOl)'l,qKa DO,AJleJKH ea DO,AHOB.ffBaHe .l(a D He181 
OnHcaHHe Ha DO,AHOB.ffBaHWITa: 

11.2.9) lhuJ>opM~ OTHOCHO orpauH'leHHe 38 6po.R Ha ~aTHTe, KOHTO m;e 6~aT 
IlOKaHeHH 
(c H3KJ110qeHHe ea OTKpHTH npoue.,qype) 

0"1aKBae 6poe KaH.AH.AaTe: 
HJlH Ilpe,ABH,AeH MHHHMaJleH 6poii: / MaKCHMaJleB 6poe: 2 

06eKTHBHH KpHTepHH 3a H36op Ha orpaHH"leH 6poii KaH,AH,AaTH: 

11.2.10) Hu4>opMa~ OTHOCHO eapHaHTHTe 
~e fu,AaT DPHeMaHH BaDHaHTH .l(a D He181 
11.2.11) Hu4>opM~ OTHOCHO O~HTe 
0DQHH 
OnecaHee Ha om.(HHTe: 

.l(a D He181 

11.2.12) HH4>0pM~ OTHOCHO eJieKTPOHHH KaT8JI03H 
OO<l>ePTHTe Tp.116Ba .,qa fu.,qaT npe.,qcraBeHH DO.A q>opMaTa Ha eneKTpOHHH KaTano3H HJIH ,Aa BKJ1IOqBaT 

eneKT1>0HeH KaTanor 

11.2.13) Hu4>opM~ OTHOCHO cpe~crua OT EeponeHCKH.R C'bl03 
06~eCTBeHaTa DOl)'l,qKa e B"hB Bl)1,3Ka c npoeKT H/HJJ.H nporpaMa, q>HHaHCHpaH/a C'bC 
cpe,ACTBa OT EBponeiicKH.R C'bI03 

.l(a D He181 

11,AeeTHq>nxauHR Ha npoeKTa: 

YHll: 71809bcf-3de9-41 S9-8029-fo506ef531 l 9 



0 6ffi3JIEHHE 3A flOP'b'!KA (aepc,u 7) 

ll.2.14) Aon'h.lIHHTe.11Ha HHcpopM~: 

PA3,ll;F.71 II.2) Onucauue / o6oco6eua noauu;HB 
Il 2) OnHCaJIHe 1 

Il.2.1) HauMeHOBBHHe: 2 

Epoetin zeta 
06oco6eHa no30u:iui NQ: 6 
2 

Il.2.2) Amn..11HHTeJIHH CPV KOAOBe 2 

OcHoBeH CPV Ko,n: 1 33692800 
.l{om,nHHTe.neH CPV Ko,n: 1 2 

11.2.3) MJICTO Ha H31I'h.11HeHHe 

0CH0BHO MRCTO Ha H30'hJIHeHHe: 
6onHll!YHa anTeKa 
KO,ll NUfS: 1 BG"l..tl 

II.2.4) OnHcaHHe Ha o6~eCTBeHaTa nop'l>qxa: 

(ecreCTBO H KOJIH'leCTBO Ha CTpOHTe.lJHH pa60TH, ,llOCTaBKH HJIH ycnyrH HJIH YKa3BaHe Ha IlOTPe6HOCTH H 
H3HCKBaHIDI) 

AHaTOMO-TepaneBTll!YeH K0..0 /ATC-Ko.n/ - 803XA0 1; MeJK.nyttapo.ntto HenaTeHTHO 
Ha111MeH0BaH111e / INN / - Epoetin zeta ; fl eKapCTBeHa q>OpMa - sol . inj .; 
TiporH03HO KOnll!YeCTBO B 6pot1 ODD/ TepaneaT111YeH Kypc - 61400 ; 
DDD / TepaneBTll!YeH Kypc , ml (MRpKa ) - 1000IU; Peq,epeHTHa CT011HOCT 3a DOD/ 
TepaneBTll!YeH Kypc , ml K'bM 02 . 05 . 2016 r . - 8 , 79833 . 

ll.2.5) KpHTepaa 3a D'l>3naraHe 

D Kp0Tep00Te no-,nony 

D KpHTepuii 3a KaqeCTBo - liMe: / Te)l{ecr: 1 2 2° 

D KpHTepHH, cB»p3aH c pa3xo,n0 - liMe: / Te)l{ecr: 1 2° 
D UeHa - Te)l{ecr: 21 

181 UeHaTa He e e,llHHCTBeHIDIT KpHTepHH 3a B'b3Jlaraee H BCH'IKH KpHTepHH ca nocoqeHH caMO B 
,llOKYMeRTa,UHJITa Ha o6~eCTBeHaTa DOD'bqKa 

11.2.6) I1pOrH03H8 CTOHHOCT 

CToi-iHocr, 6e3 ,na ce BKmoqaa MC: 450 181. 22 BanyTa: BGN 
(3a pC1MK06U cnopa3yMeHWI WIU OUHClMU'lHU cucmeMU 3Q nOKynKU - npoZH03Ha o6w,a MQKCUMClllHa 
cmoiinocm 3a W1Aama nvOO'blDICUmeAHOcm Ha ma3u o6oco6ena no3uuwi) 

11.2.7) I1pOA"l>,/IlKRTeJIHOCT Ha nop'l>qKaTa, p8MKOD0TO cnopa3}'MeHHe HJJH p;HlUlMHqHa 
CHCTeMa 38 llOKyllKH 

IlpO.ll'hJl)l{HTe.lJROCT B Mece.uu:: 24 HJIH IlpO,ll'hJl)KHTe.lJROCT B ,llHH: 
HJIH 
HaqanHa ,naTa: .ll.ll/ MM/ r r r r 
Koai-iea .naTa: M/MM/rrrr 

Ta3H oopi,qKa 00,llJle)l{H Ha DO,llHOB11BaHe 
Oo ncaHHe Ha 00,llHOB.!IBaHHJITa: 

AaD Hei81 

11.2.9) HHcpOpM~ OTHOCHO OrpaHHqeHHe 38 6pos Ha K8HAHA8THTe, KOHTO ~e 6'!.A8T 
llOKaHeHH 

(c H3KJIIOqeHHe Ha OTKpHTH npo.ue,eypH) 

QqaKBaH 6poe KaH,llH,llaTH: 

HJIH Ilpe,llBH,lleH MHHHManeH 6poe: / MaKcHManeH 6poe: 2 

06eKTHBHH KpHTepHH 3a H36op Ha orpaHH'leH 6poH KaH,llH,llaTH: 

YHn : 71809W-3de9-41S9-8029-fcS06cfS3119 



06l!BJ1Effl1E 3A nOP'b'IXA (ocpauo 7) 

11.2.10) Huct,opMau;HR OTHOCHO B8pH8HTHTe 
Ille fu)laT npeeMaHH BaOHaBTH .AaO He~ 

II.2.11) Huct,opMau;HR OTHocno on~HHTe 
Om~HH .AaO He~ 
Om-1cairne ea onqmrre: 

11.2.12) Huct,opMau;HR OTHOCHO eJieKl])OHHH KaT8JI03H 
OO<l>epTHTe Tp116Ba )la fuJlaT npe)lcraBeHe noJl q>opMaTa Ha eneKTpOHHH KaTaJJ03H HJJH )la BKJJJO'IBaT 

eneKTOoeee KaTaJJor 

II.2.13) HHct,OpMau;HR OTHOCHO cpeACTB8 OT EeponeiicKHJI C'J,103 
06mecrBeHaTa IlOl)'b'IKa e B'bB Bp'b3Ka C npoeKT H/HJIH nporpaMa, q>HH8HCHpaH/a C'bC .AaO He~ 
cpe)lcrsa OT EsponeiicKHJ1 C'bI03 
l1)leeTHq>Hl(aUHJI ea npoeKTa: 

Il.2.14) ,lJ;Oll'h.llHHTeJIHB HHct,OpMau;HR: 

P A3,l(EJI 11.2) Onucauue / o6oco6eHa noan~HB 
II.2) OnHcaHHe 1 

Il.2.1) HaHMenoeaHHe: 2 

Darbepoetin alfa 
06oco6eHa n o3eu011 NQ: 7 
2 

Il.2.2) ,AoD'hJIJIHTeJIHH CPV KOAOBe 2 

OceoneH CPV KOJl: 1 33692800 
,Uon'bJlHerenee CPV KOJl: 1 2 

II.2.3) MJICTO HB H3In,JllleHHe 
0CHOBHO MJICTO Ha H3Il'bJlHeeee: 
OonHvt<aHa anTeKa 
KOJl NUTS: 1 BG'.l.41 

Il.2.4) Onuca&He ua o6m;eCTeeuaTa nop'h'IKB: 
(ecreCTBO e KOJJH'leCTBO ea CTpOHTeJieH pa60TH, JlOCTaBKH HJlH ycnyre HJJH ~3BaHe ea nOTpe6eoCTH H 
H3HCKBaHH11) 
AHaTOMO-TepaneBTvtqeH KO.ll /ATC-1<:o,n/ - B03XA02 ; Me:>K,nyHapO.llHO HenaTeHTHO 
Hali1MeHOBaHvte /INN/ - Darbepoetin alfa ; JleKapCTBeHa qiopMa - solution for 
injection, pre-filled syringe ; npoI'H03HO KOnvtqeCT BO B Opoi1 ODD/ 
TepaneBTvtqe H KypC - 4400 ; DDD/Tepane sTvtqeH Kypc , ml {M.RpKa) - 4, 5mcg; 
PeqiepeHTHa CT011HOCT 3a DOD/ TepaneeTvtqeH Kypc , ml K'bM 02 . 05 . 2016 r . -
12 , 99685 

II.2.5) KpHTepHH 3a B'h3Jlar8He 
D Kpe-repeHTe nO-JlOJJY 

D KpeTepKH 3a Ka'leCTBo - MMe: / Te)Kecr: 1 2 2° 
D KpHTepen, CB'bp3aH c paaxOJlH - MMe: / Te)Kecr: 1 2° 
D UeHa - Te)Kecr: 21 

~ UeHaTa ee e e)lHHCTBeHWIT KpHTepHH 3a B'b3JlaraHe H BCK'IKH KpHTepeH ca DOCO'leee caMO B 
Jl01CVMeeTaUHJ1Ta Ha o6meCTBeeaTa oom.qKa 

Il.2.6) IlpOrH03H8 CTOHHOCT 
CToHeocr, 6ea Aa ce BKJJJO'lea ,U,UC: 47655 . 12 BaJJYTa: BGN 
(3a paMK06U cnopa3yMeHWl WIU OUHQMU'lHU cucme.Mu 3Q noKynKU - npoaH031tQ o6tqa MQKCUMQAl{Q 
cmouttocm 3a WU1ama nooO?wVtCUme1mocm tta ma3u o6oco6etta no3uuwiJ 

U .2.7) IlpOA'h,IDKHTeJIHOCT Ha DOp'h'IKaT8, p8MX0BOT0 cnopa3yMeHHe HJJH Afflla.MH'IBB 
cHCTeMa 3a noKyIIKH 
IlpOJl'bJl)KHTeJIHOCT B Meceue: 24 HJJH IlpoA'bJl)KHTeJIHOCT B AHH: 
HJIH 
Ha'laJJHa A8Ta: AA/MM/rrrr 
Kpanea AaTa: MIMM/rrrr 

YHll: 71809bc;f.Jdc9-41S9-8029-fcS06d33119 10 



06.IIBJIEHHE 3A nOP'b'IXA (•epc,1• 7) 

Ta3H DOpb'IKa DO.lVle:>KH Ha 00,AHOBflBaHe .zi:aO He181 
OnecattHe Ha no,AHoa11aaHw1Ta: 

11.2.9) Huct,opM~ OTBOCHO OrpaJIHQeHHe 38 6poa Ha ~BTHTe, KOHTO ~e 6-i.AaT 
D0K8HeHH 
(c H3KJIIO'leHHe Ha OTKPHTH npoue,eypH) 

QqaKJJaH 6poii K8HAHJJ.aTH: 
HJIR flpe,ABHAeH MHHHMaJleH 6poii: / MaxcHManeH 6pou: 2 

06eKTHBHH xpHTeplill. 38 H36op Ra orpaRH'leH 6poii K8RAHJJ.8TH: 

11.2.10) HHct,opM~ OTHOCHO B8pH8HTHTe 
me 61,,naT DDHeMaHB B8DHaHTH .zi:an He181 

11.2 .11) Huct,opM~ OTHOCHO ODI.µIHTe 
Om~BH .zi:aO He181 
OnecaHHe Ha onuHHTe: 

11.2.12) HHct,opM~ OTHOCHO eJieKTPOHHH K8T8JI03H 
OO<l>epTHTe TP116sa ,Aa 61,,AaT npe,AcraaeHe DOA <t>opMaTa ua eneKTPOHRH KaTanoae HJJH ,Aa BKJIIO'IBaT 

eneKTDOHeu xaTanor 

II.2.13) HHct,opM~ OTBOCHO cpe,a;CTBa OT EBponeHCKHJI C'hJ03 
06~ecreeHaTa DOpb'IKa e B'bB Bpb3xa c npoeKT e/HJJH nporpaMa, <l>eRaucepaa/a C'bC 
cpe,Acraa OT EaponeifclOUI C'bl03 
l1,AeHTH<l>Hxa~HJ1 Ha npoeKTa: 

ll.2.14) .lJ:Oll"h.llHHTeJIH8 HHct,OpM~: 

P A3,nFJI 11.2) OnncaaHe / o6oco6eea noaeu;HJ1 
11.2) 0DHC8HHe 1 

ll.2 .1) HBHMeHOB&HHe: 2 

Methoxy polyethylene glycol - epoetin beta 
06oco6eHa noaHUHfl NQ: 8 
2 

ll.2.2) JJ:on'h.llHHTeJIHH CPV Ko,a;oee 2 

OcuoeeH CPV xo,A: 1 33692800 
,UOII1,JJHHTeneH CPV KO.A: 1 2 

11.2.3) MaCTo Ha H3D'h.llHeHHe 
0CHOBHO MJICTO Ha H30'hJ1BeBHe: 
00JIHJ.1YHa anTe1<:a 
KOA NUTS: 1 BG141 

II.2.4) 0DHcaHHe H8 o6~eCTBeH&T8 nop'h'll:K&: 

.zi:aO He181 

(ecrecreo H XOJJH'lecreo Ha CTPOHTeJJHH pa60TR, ,AOCTaBKH HJJR ycnyrH HJIH YKa3BaHe Ra DOTpe6HOCTH B 
H3HCKBaHIUI) 
AHaTOMO- TepaneBTJ.1YeH l<:0,(1 /ATC-1<:0.(I/-B03XA03 ; Me)K.(lyHapo,nHO HenaTeHTHO 
Ha11MeH0BaHJ.1e /INN/ - Methoxy polyethylene glycol-epoetin beta; 
Jle1<:apcTsetta q>opMa - solution for injection, pre- fil led syringe i 
nporH03HO l<:OJIJ.1YeCTB0 B Opo11 DOD / TepaneeTJ.1YeH 1<:ypc 
7500 ; DDD/TepaneBTJ.1YeH 1<:ypc , ml (M.Rp1<:a) - 4 mcg ; Peq>epeHTHa CT011HOCT 
ODD/ TepanesTJ.1YeH 1<:ypc , ml l<:'bM 02 . 05 . 2016 r . -12 , 99685 . 

II.2. ,;:) KDHTeDHH aa B'b3Jlar&He 

YHO: 71809bcf-ldc9-41 59·8029-fc506cf53 119 
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Oli!IB.IIEHHE 3A nOP'b'IKA (eepcH.1 7) 

D KpHTepHHTe ao-,Aony 
D KpHTepHH 3a xaqeCTBo - liMe: / Te)KeCT: 1 2 2° 
D KpHTepHH, cnp33.H c pa3XO.AH - liMe: / Te)Kecr: 1 2° 
D :Ueea - Te)KeCT: 21 

181 :UeeaTa He e e,ABHCTBeHHJIT KpBTepHii 3a B'b3Jlaraee H BCH'IKH KpHTepHH ca DQCOqeeH caMO B 
.AOKYMeHTanwna ea o6m:ecrBeeaTa DOP'b"!Ka 

Il.2.6) IlporH03Ha CTOHHOCT 
CToiiHocr, 6ea ,Aa ce BKJIIO"IBa .lU{C: 812 30. 33 BanyTa: BGN 
(3a PCIMKOBU cnopa3yMeHUR WlU OUHCIMU'lHU cucmeMu 3Q noKYnKU - np02H03HQ 001.L{Q MQKCUMQJIHQ 
cmouttocm 3a wuzama n-;:; - ~-..mtCUme.t11tocm Ha ma3u o6oco6etta no3uuUR) 

11.2.7) IlpOA"J,JDIOITeJIHOCT Ha IlOp'L'IKaTa, paMKOBOTO cnopa3}'MeHHe HJIH ~HaMH'IHa 
CHCTeMa 38 IlOKYJIICH 
IlpO.zn,Jl)KHTeJIHOCT B MecenH: 24 HJIH IlpO,A'b.lDKHTe.JIHOCT B ,AHH: 
HJIH 
Haqa.nea ,AaTa: M/MM/rrrr 
Koaeea ,AaTa: MIMM/rrr r 

Ta3H DOP'bqKa DO,AJle)KH Ha DO,AHOB.RBaHe .l(a D He181 
OaHcaHHe Ha DO,AHOB.RBaHH.RTa: 

n.2.9) H.Hc}>opM~ OTHOCHO OrpaHH'leeue 38 6po.R Ha Ka~aTHTe, KOHTO m;e 6'1,JJ;&T 
IlOKaHeHH 
(c H3KJ110qeeHe ea OTKpHTH npone,zzypH) 

OtJaKBaH 6poii: xaH,AH,AaTH: 
HJJH IIpe,ABH,AeH MHHHM3.JleH 6poii: / MaKCHMa.nee 6poii:: 2 

06eKTHBHH KpHTepHH 3a H36op ea orpaHH'leH 6poH KaH,AH,AaTH: 

Il.2.10) liHc}>opM~ OTHOCHO B8pH8HTHTe 
me fu,AaT DOHeMaHH BaOHaHTH .l(a D He181 
Il.2.11) IIHc}>OpM~ OTHOCHO OIIIOfHTe 
0DQHH .l(a D He181 
OnHcaHHe Ha ODUHHTe: 

II.2.12) Hec}>opM~ OTHOCHO eJieKTpOHHH K8T8JI03H 
OO<t>epTHTe TP.R6Ba ,Aa fu,AaT npe,ACTaBeHH DO.A q>opMaTa ea e.JieKTPOHHH xaTa.n03H HJJH ,Aa BKJIIOqBaT 

eneKTDOHeH KaTa.nor 

n.2.13) Hec}>opM~ OTHOCHO cpeACTB8 OT EeponeHCKHJI C'hl03 
06m:eCTBeHaTa DOP'bqKa e B'bB Bp'b3Ka c npoeKT H/HJIH nporpaMa, q>HHaHCHpae/a C'bC 
cpe,ACTBa OT EBponeiicKH.R C'bI03 
li,AeHTHq>HKaQH.R ea npoeKTa: 

fi.2.14) .l(Oil'hJIHHTeJIH8 HHc}>OpM~: 

P A3.[(F.JI II.2) Onucauae / o6oco6eua noau~HB 
n.2) OilHC&HHe 1 

Il.2.1) H8HMeHOB8HHe: 2 

Cinacalcet 
06oco6eea D03HQH.R NQ: 9 
2 

Il.2.2) .l(Oil"h.lIHHTeJIHH CPV KOAOBe 2 

OceoBee CPVxo,A: 1 33692800 

YHll: 71 809bcf.Jde9-41 S9-8029-feS~3 l l9 
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napn,.aa: 
0 6JIBJIEHHE 3A nOP'b'IKA (acpc ... 7) 

.l(on'bJIHHTenee CPV Ko,n: 1 2 

Il.2.3) MBCTO Ha H3Il'bJIHeHHe 

0CH0BHO MJICTO ea H3ll'bJIHeHHe: 
60J1Hl(lt.I Ha anTe Ka 
KOA NUTS: 1 BG~41 

ll.2.4) OUHcauee ea o6~eCTBeeaTa nol)'l,qxa: 

(ecreCTBO H KOJJH'ieCTBO ea CTpOHTeJIHH pa60TH, AOCTaBKH HJJH YCJJ)TH HJJH YKa3Baee Ha llOTpe6eocrH H 
H3HCKBaHW!) 
AHaTOMO- Te paneBTl(l t.IeH KO,I:\ /ATC-Ko.r:1/ - H05BX01; MeJK.r:1yttapo.r:1tto HenaTeHTHO 
Ha l(!Me HOBaHl,18 /INN/- Cinacalcet ; fle KapcTsetta q>OpMa-
tablets ; TiporH03HO K0Jl l(l 48CTBO B 5 po i;7i DOD/ TepaneBTl(lt.IeH Kyp c -7600 ; 
DDD/ Tepa ne BTl(lt.IeH Kyp c , ml (wi:p Ka) - 60mg ; Peq> e peHTHa CTOMHOCT 3a DO D/ 
Te p a neB Tl(lt.IeH i<:ypc , ml I<:'bM 02. 05 . 2016 r . - 24 , 084 2 9. 

ll.2.5) KpHTepHH 38 B"b3JlaraHe 

D KpHTepHHTe 110-,no.ny 
D KpHTepau 3a Kaqecruo - ffMe: / Te)KeCT: 1 2 2° 
0 KpHTepHH, c131,p3ae c pa3XO.nH - ffMe: / Te:>Kecr: 1 2° 
0 Qeea - Te)KeCT: 21 

~ QeeaTa He e e,nHHCTBeHHJl:T KpHTepHH 3a B'b3Jlaraee H BCH'iKH KpHTepHH ca nocoqeeH caMO B 
AOKVMeHT~WITa ea o6~ecraeeaTa nol)'bqKa 

ll.2.6) IlpOrH03H8 CTOHHOCT 

CroHHocr, 6e3 ,na ce BKJ110qua )U(C: 152533 . 8 4 Ba.nyTa: BGN 
(aa paMKoeu cnopaayMeHWl U/IU OUH.UMII'atu cucme.Mu aa noKYnKU - npoz1-1.oa1-1.a o6uia MUKCUMU/11-1.a 
cmou.1-1.ocm aa WUiama n-- "'- ·-·- me.t11-1.ocm 1-1.a maau o6oco6e1-1.a noauuwz) 

11.2.7) IlpOA"h,IDKHTeJIHOCT ea IlOl)'l,qKaTa, paMKOBOTO cnop83YMeHHe HJIH ~8MHIIH8 
CHCTeMa 38 IlOKylJJOI 

IlpOA'bJl)KHTeJIHOCT B MeceQH: 24 HJJH IIpo,n·i.mKHTeJIHOCT B AHH: 
HJJH 
Haqanea ,naTa: AA/MM/rrr r 
Kpauea ,naTa: AA/MM/rrrr 

Ta3H llOp-bqKa llOAJJe:>KH ea DOAHOBJl:Baee ,D;a D He~ 
OnHcaeHe ea DOAlfOBRBaHHRTa: 

Il.2.9) Hecl>opM~ OTHOCHO orpaeeqeeHe 38 6po.R ea K~aTHTe, KOHTO ~e 6~aT 
IlOK8HeHH 

(c H3KJJIOqeeae ea OTKpHTH npoQe.nypH) 

QqaKBaH 6pou KaHAHAaTH: 
HJJH IIpeABHAeH MHHHMaJJee 6poH: / MaKCHManee 6poH: 2 

06eKTHBHH KpHTepHH 3a H36op ea orpaHH'ieH 6poii KaHAHAaTH: 

11.2.10) Hucl>opM~ OTHOCHO B8pH8HTHTe 

J.ne fn.AaT lll)HeMaHH BapHaHTH .D;aO He~ 

11.2.11) Hecl>opM~ OTHOCHO o~e 
OnQHH .D;aO He~ 
OnHcaHHe ea OllQHHTe: 

11.2.12) Hucl>opM~ OTHOCHO eJieKTpOHHH K8T8JI03H 

OO<t>epTHTe TPR6aa ,na fu,naT npe,ncraaeeH no,n <t>opMaTa ea ene1CTpoHHH KaTaJJ03H HJJH ,na BKJ110quaT 
eneKTl)OHeH KaTaJJOr 

11.2.13) Hucl>opM~ OTHOCHO cpeACTB8 OT EeponeHCKJIJI C"hl03 

06~ecraeeaTa nop-bqKa e B'bB Bp'b3Ka c npoeKT H/HJIH nporpaMa, <t>HeaecHpae/a C'bC 
cpe,ncraa OT EaponeHCKWI C'bI03 

.D;aO He~ 

f!AeeTH<l>HKaQHJi: ea npoeKTa: 

YHfl: 71809bcf-3de9-4 JS9-8029-fc506el531 19 13 
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OSJIBJIEHME 3A nQP'bqJ(A (ocpc,tJI 7) 

P A3~EJI II.2) Onuca11ue / o6oco6eua noau._HJI 
11,2) 0BHcaHHe 1 

Il.2.1) HaHMe.eoeaHHe: 2 

Paricalcitol 
06oco6eHa no3HUHR NQ: 10 
2 

n.2.2) ,ll;Om.JIHHTe.Jlll.H CPV KOAOBe 2 

OcaoBeH CPV KOA: 1 33692800 
)lon'hllHHTenee CPV KOA: 1 2 

Il,2 ,3) MJICTO H8 H3D'l>JIHe.HHe 
0CHOBHO MJICTO Ha H3ll'h11HeBHe: 

00J1Hll!YHa anTeKa 
KOA NUTS: 1 BG'.l41 

11.2.4) 0BHCaJIHe .ea o6m;ecreeHaTa nop'L11Ka: 
(eCTeCTBO H KOJIH'leCTBO Ha CTpOHTeJJHH pa60TH, AOCT8.BKB HJIH yCJiyrH HJIH YKa3eaee Ha nOTpe6BOCTH H 
H3HCKBaHIDI) 
AHaTOMO- TepaneBTll!YeH KO.ll /ATC-KO.ll/ - H05BX02 ; MeJK.llyHapO.llHO HenaTeHTHO 
Hall!MeHOBaHll!e /INN/- Paricalcitol ; JleKapCT BeHa cpopMa 
capsules soft ; nporH03HO KOJlll!YeCTBO B opoi1 DOD/ TepanesT111YeH KypC -
9000 ; DDD/TepanesT111YeH Kypc , ml (Ms:tpKa) - 2mcg ; PecpepeHTHa CTOl1HOCT 
DOD/ Tep anesT111YeH KypC, ml K'bM 02 .0 5 . 2016 r . - 4 , 98714 . 

ll.2 .5) KpHTepHH 38 B'h3.llar&He 
O KpHTepHHTe llO-AOJJY 

0 KpHTepHii 3a KaqeCTBo - liMe: / Te)KeCT: 1 2 2° 

0 KpeTepHii, CB'hp3aH c pa3XOAH - 11:Me: / Te:>Kecr: 1 2° 

0 UeHa - Te)KeCT: 21 

181 U eHaTa He e eAHHCTBeHHRT KpHTepHH 3a B'h3Jlaraae H BCH'IKH KPHTepHH ca n ocoqeHH caMo B 
AOKYMeHTaURJITa Ha 061.UeCTeeeaTa DQD'hqKa 

II.2.6) IlporHoaHa CTOHHOCT 
CroiiHoCT, 6ea Aa ce BKJJtOqBa .ll.llC: 37403 . 55 Banyra: BGN 
(3a paMKOBU cnopa3yMeHUR WIU OUHOMU~HU cucmeMU 30 noKYnKU - npOZH03HQ o6U4a MQKCUMQ/IHQ 
cmouHocm 3a WU1ama n--"- - -·- me.nHocm Ha ma3u o6oco6eHa no3UUUR) 

II.2.7) IlpOA'J,,JDKHTe.JIHOCT H8 n op'Lq)(8T8, p8.MKOBOTO cnopaa)'Me.HHe HJIH AffH8MJl'IH8 
CHCTeMa 38 DOKYJIKH 
IlpOA'h/DKBTeJJHOCT B MeceuH: 24 HJIH IlpOA'b/DKHTeJJHOCT B AHH: 
HJJH 
Haqanna AaTa: AA/ MM/r rrr 
KpaiiHa AaTa: AA/MM/rrr r 

3a 

Ta3H llQp'hqKa llOA}le:>KH na DOAROBHBaee AaO He181 
OnHcaHHe Ha llOAHOBHBaHIDITa: 

11.2.9) Hucl>OPMaiotJI OTHOCHO orpaHH'le.HHe 38 6po.e Ha K~aTHTe, KOHTO m;e 6'1.AaT 
D0K8JleHH 
(c H3KJ110qeHHe ea OTKPHTH npoueAYPH) 

QqaKBan 6poi% KaBARAaTH: 

HJJH Ilpe.l{BHAeH MHHHMaJleH 6poii: / MaKCHManen 6poi%: 2 

06eKTHBHH KPHTepHH 3a H36op Ha orpaBH'leH 6poii KaH,l{H,naTH: 

YHll: 71809l>cf-3de9-41S9-8029-feS06cl33 I l9 14 
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O&JIBJIEHHE 3A nOP'b'IKA (ocpc,t.1 7) 

11.2.10) Jb1tf>OpM~ OTHOCHO B8pHaHTHTe 
Ille tn..ilaT llJ)HeMaHH BaJ)HaHTH AaO He181 

11.2.11) HH«l>OpMa~ OTHOCHO on~HTe 

Om.lHH AaO He181 
Onucairne na onQHHTe: 

11.2.12) HHcl>OpM~ OTHOCHO eJielCTpOHHH K8T8JI03H 

QOq>ep'I"HTe T}).116Ba Aa fuAaT npe,ACTaBeHH llOA q>OpMaTa Ha eneKTJ)OHBH KaTaJI03H WIH Aa BKJI10'1BaT 

eneKTDOHee KaTanor 

ll.2 .13) HacI>opM~ OTHOCHO cpeACTB& OT EsponeHCKJIJI C'hl03 

06mecreeHaTa DOl)'b'IKa e rn,e Bl)'b3Ka c npoeKT e/HJJe nporpaMa, q>HHaecepaH/a C'bC 
cpe,ACTBa OT EsponeHcKH.11 C'bI03 
11AeeTHq>HKaQH.11 ea npoeKTa: 

ll.2 .14) )J;Oil'LJIHHTeJIB8 HHcl>OpM~: 

P A3,ZJ;EJI 11.2) Onucauue / o6oco6ena noau~HJI 
11.2) 0BHC8HHC 1 

ll.2.1) HaHMeeosaHHe: 2 

Paricalcitol 
06oco6eHa no3HQH.11 NQ: 11 
2 

11.2.2) )J;oil'LJIHHTeJIHH CPV KOAOBe 2 

OcHoBeH CPV KOA: 1 33692800 
)lom.nuHTenes CPV KOA: 1 2 

ll.2.3) MJICTO B8 H3ll'hJIBCHHe 

0CH0Beo M.IICTO Ha H3m.nHeHee: 
CSoJIHJ.1YHa anTeKa 
KOA NUTS: l BG~dl 

Il.2 .4) 0DHCBHHe aa o6~eCTBeaaTa nop'hqKa: 

AaO He181 

(ecreCTBO H KOJJH'feCTBO ea CTpOHTeJlHH pa6oTH, ,D.OCTaBKH WlH yc.nyre HJIH yKa3BaHe ea OOT})e6eoCTH H 
H3HCKB8HH.11) 
AHaTOMO-TepaneBTJ.1YeH KO.II /ATC - 1<0,n/ - H05BX02 ; Me~,nyttapo,nHO HenaTeHTHO 
HaJ.1MeH0BaHJ.1e /INN/ -Paricalci tol ; JleKapCT BeHa q>opMa-
solution for injection ; nportto3Ho KOJIJ.1YeCTB0 6 CSpoi1 ODD/ TepaneeTJ.1YeH 
Kypc - 22500 ; DDD/TepaneBTJ.1YeH Kypc , ml (M.Rpi<:a) - 2mcg ; PeqiepeHTHa 
CTOi1HOCT 3a DOD/ TepaneeTJ.1YeH Kypc , ml K'bM 02 . 05 . 2016 r . - 6 , 18 400; 

ll.2.5) KpHTepHH 38 B'b3Jlaraue 

0 KpHTepeHTe no-.nOJJy 
0 KpHTepHii 3a Ka'lecruo - 11Me: / Te,icecr: 1 2 2° 

D KpeTepeH, crn,p3ae c pa3XOAH - 11Me: / Te)KeCT: 1 2° 
D UeHa - Te,icecr: 21 

181 UeHaTa ee e eAHHCTBeHH.IIT KpRTepHH 38 B'b3J1araee H BCH'IICH KpHTepHH ca OOCO'leee caMO B 
AOKYMeRTaQWITa ea o6meCTBeeaTa DOJ)'b'IKa 

11.2.6) IlpOl'B03H8 CTOHHOCT 

Croibtocr, 6e3 Aa ce BKJlIO•rna MC: 115950 BanYTa: BGN 
(3a paMK06U cnopa3yMeHUR UIIU OUHQMU'lHU cucme.Mu 3Q noKYnKU - npoZH03HQ o6zqa MQKCU.MQ/IHQ 
cmou1-1ocm 3a W1Aama n--i-_--·- me.111-1ocm Ha ma3u o6oco6e1-1a no3UUUR) 

11.2 .7) IlpOA"h/DKffTeJIBOCT B8 IlOp'hqKaTa, p8MK0B0T0 cnop83)'MeHHe HJIH Aff.H8MH'IH8 
CHCTeM8 38 DOJCYIIKH 
IlpOA'h,TDKHTeJJHOCT B Me<:eQH: 24 HJIH IlpOA'h]DKHTeJJeOCT B AHH: 
HJIH 

Ha'lanHa ,D.aTa: AA/MM/rr rr 
Komea ,naTa: AAIMM/rrrr 

Ta3H 00D'b'IK8 DOllJIC)l{H Ha D0;nf0B.1188He .zi;an He121 

YHJl: 71809bd',3dc9-4 I S9-8029-fe506cf53119 IS 



n aj)TIWI: 06SIBJIEH}{I! JA nOP'b'll<A (oepc•• 7) 

Om1caeHe Ra no,AH0BJ1eaHHJ1Ta: 

II.2.9) HH4>opM~ OTBOCHO Orp8llH'leHHe 3a 6po.a ua KallAJIA8THTe, KOHTO ~e ~aT 
IlOKaHeHH 
(c H3KJJJO'leHHe Ha OTKpHTH npoQe.zzypH) 

0<faKBa.B 6poe KaH,AH,AaTH: 
HJIH Ilpe,I.\BH,AeH MHHHMaJJeH 6poii: / MaKCHManee 6poii: 2 

06e1CTHBBH KpBTepHH 3a B36op Ha orpaBH'leR 6poi% KaH,AH,l.\aTB: 

II.2.10) Hu4>opM8IOIJI OTBocuo eapHaHTHTe 
~e 61,AaT npeeMatte sapeaeTH )la0 He~ 

II.2.11) HH4>opM8IOIJI OTBocuo o~e - OnQHH )la D He181 
OnHcaHHe Ra ODQHBTe: 

II.2.12) HH4>opM8IOIJI OTBOCHO e.n:eKTpOHHH K8T8JI03H 
OO<t>epTHTe TPR6Ba ,/.\a 61,AaT ope,I.\CTaBeHH no,/.\ cpopMaTa Ha e.neKTpOHHH KaTaJJ03H wrn Aa BKJJl0'1BaT 

e.neKTl)oHee KaTanor 

II.2.13) HH4>opM8IOIJI OTHocuo cpeµ;CTBa OT EeponeiicKHR C'hl03 
06w:ecr»eHaTa nop,,'IKa e B'bB BP1>3Ka c npoeKT H/HJJe nporpaMa, cpeHaHcepaH/ a C'bC )la D He181 
cpe,I.\CTBa OT EsponeucKHR C'bl03 
H,l.\eHTH<PHKSQHJI Ha npoeKTa: 

II.2 .14) )lOil'hJIHHTeJIH8 HH4>0pMalO{JI: 

P A3.l(E.71 II.2) OnHcaHHe / o6oco6eHa no3H~HJI 
II.2) OnHCaHHe 1 

II.2.1) H&HMeuoe8Hlle: 2 

Sevelamer 
06oco6eHa no3HQWI NQ : 12 
2 

II.2.2) )lOil'hJIHHTeJIHH CPV Koµ;oee 2 
OcHoeee CPV KO/.\: 1 33692800 
.nom,.nHHTe.neH CPV KO/.\: 1 2 

II.2.3) MJiCTO ua H3Il'hJIHeHHe 
0CHOB80 MJICTO Ha B3ll1>J1HeHHe: 
00JIHY!YHa anTeKa 
KO.ll NlITS:1 BG~41 

11.2.4) OnHcaHHe Ha o6~eCTBeH8T8 IlOJ>'l,'11<8: 
(eCTeCTBO H KOJIH'leCTBO ea CTPOHTe.TJBH pa60TB, .llOCTaBKH HJIH yc.nyrH HJIB YK83B8He Ha DQTPe6HOCTB B 
H3HCKBaHW1) 
AHaTOMO-TepaneBTY!YeH KO.It /ATC-Ko.n/-Sevelamer ; n eKapcTeeHa cpopMa-film-
coated tablets ; nporH03HO K0Jll1YeCTB0 B Opo~ DOD/ TepaneeT11YeH Kypc-15 
OOO ; DDD /TepaneeT11YeH Kypc , ml (MRpKa) - 6400mg ; PecpepeHTHa CTO~HOCT 3a 
DOD/ TepaneeT11YeH Kypc , ml K'bM 02 . 05 . 2016 r . -6 , 83467 

11.2.5) KpHTepHH 38 B'b3.llaraue 
D KpHTepHHTe no-Ao.ny 

0 KpeTepHH 3a Ka'leCTBo - I1Me: / Te)KeCT: 1 2 2° 
rl KPHTePHH CB'bP3aH C oa3XO,I.\H - I1Me: / Te)KeCT: l 2° 

YHJ1 71809bd-3de9-'IU9-I029-fcS06d53119 16 



06llBJIEHHE lA IlOP'l,'OCA (oq,c,u, 7) 

U l{eHa - Te>Kecr: 21 

181 l{eHaTa ue e e,ZUIHCTBeHIDIT KpHTepHH 3a B'b3.llaraHe H BCH'IKH KpHTepHH ca OOCO\feHH caMO B 
.llOKYMeeTao;rulTa ea o6mecrseHaTa nOO'b'IKa 

11.2.6) Ilp0rH03B8 CTOHHOCT 

CroiiHoCT, 6e3 )I.ace BKJU0'1Ba MC: 85 43 3 . 33 Banyra: BGN 
(3a pa.MK06U cnopa3yMeHUR U/IU OUHUMU~HU cucme.Mu 3a no,cynKU - npoZH03Ha o6iqa MUKCUMCl/lHU 
cmounocm 3a WU1ama n "' me.nnocm na ma3u o6oco6ena no3UUWl) 

11.2.7) IlpOA"J>,IDKHTeJIHOCT B8 nop'h'IKaTa, p8MKOB0TO cnOp83}'MeHHe HJJH ~H8MH'IH8 

CHCTeMa 38 DOKYJIKH 

IlpO.lfb]DKHTeJIHOCT B Mecel.lH: 24 HJIH IlpOA'hJDKHTeJIHOCT B )I.HH: 
HJIH 
Ha'laJJHa ,n;aTa: M/MM/rrrr 
KoaiiHa ,n;aTa: M/MM/ITTr 

Ta3H OOJ)'b'IKa 00,lVIe>KH ea 00,D;HOB.IIBaHe .l(a O He181 

OnHcaHHe Ha OO,D;HOB11BaHH.11Ta: 

11.2.9) HH<l>OPM~ OTHOCHO OI'p8HH'leHHe 38 6po.R Ha K~aTHTe, KOHTO ~e 6°bAaT 

llOKaHeHH 

(c H3KJl10'1eHHe ea OTKPHTH npoo;e,eypH) 

QqaKBaH 6pOH Kae,D;H,D;aTH: 
HJIH Ilpe,D;BH,D;eH MHHHMaJJeH 6pOH: / MaKCHMaJJeH 6poii: 2 

06eKTHBHH KpHTepHH aa H36op Ha orpaHH'leH 6poii KRH,D;H,D;RTH: 

11.2.10) HHct>opM~H.R OTHOCHO eapHaHTHTe 

me Ob)I.RT npHeMaHH eapHaHTH .zt:an He~ 

11.2.11) HH<l>opM~ OTHOCHO on~HTe 

Ono;HH .l(a O He181 

OnHCaHMe ea ono;llHTe: 

11.2.12) HH<l>OpM~ OTHOCHO eJieKTPOHHH KaT8JI03H 

OO<t>ep-re-re TP.116sa ,n;a Ob,llaT npe,n;craueee noA <t>opMaTa ea e.neKTPOHHH xaTaJJoaH HJJH Aa BKJ1IO'IBaT 
e.neKTDOHeH KaTaJJOr 

11.2.13) HHcl>opM~ OTHOcHo cpep;CTBa OT EBponeiiCKH.R C'hJ03 

06meCTBeeaTa DOJYb'IKa e B'bB BJYb3Ka c npoeKT H/HJJH nporpaMa, <l>HHaHCHpaH/a C'bC 
cpe,n;crea OT EsponeiicKH.11 C'bJ03 
H,n;eHTH<l>HKRO:H.11 Ha npoeKTa: 

11.2.14) .l(OJl'hJ111HTeJIH8 HH<l>OpM8~: 

P A3,Z:lF.JI 11.2) Onecaane / o6oco6eea D03H:r(HJI 

11.2) Onucauue 1 

11.2.1) HaHMesoeaHHe: 2 

Calcitriol 
06oco6eea no3eo;1f.ll NQ: 13 
2 

11.2.2) .l(oll'hJIHHTeJIHH CPV KOAOBe 2 

Ocuosee CPV Ko,n;: 1 3369 2800 
_noll'bJleHTe.nee CPV KO)).: 1 2 

11.2.-t) MJICTO Ha H31l'hJIHeHHe 

YHO: 71809bd',3dc9-4159,8029-feS06cfS3119 

.l(a O He181 
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06.RBJIEHHE 3A OOP'b'UCA (aepc,u 7) 

0CHOBB0 MJICTO ea H3ll'b1JBeHHe: 
eiOJlHW-IHa anTeKa 
KO,ll NUfS: 1 BG341 

II.2.4) OnHcaHHe ea o6~eCTBeeaTa nop'L11Ka: 
(ecrecrao H KOJIH'leCTBO Ha crpOHTellHH pa6oTH, .nocraBKH HJIH YCJiyrH HJIH YKa3BaHe Ha noTpe6HOCTH H 
H3HCKBaBHJI) 

AHaTOMO-TepaneBT~YeH KOA /ATC - KOA/ - AllCC04 ; Me~AyHapOAHO HenaTeHTHO 
Ha ~MeHOBaH~e /INN/-Calcitriol; JleKapCTBeHa cl>opMa-capsules , soft; 
nporH0 3Ho KOJl~YeCTBO B Cpo111 ODD/ TepaneaT~YeH Kypc- 9500 ; 
DDD/TepaneaT~YeH Kypc , ml (MRpKa) - lmcg ; Pecl>epeHTHa CTOll!HOCT 3a ODD/ 
TepaneaT~YeH Kypc , ml K'bM 02 . 05 . 2016 r . - 0 , 78133 

II.2.5) KpHTepHH aa B'b3.llaraue 
D KpBTepHwre no-,nony 

0 KpHTepHH 3a KaqeCTBo - 11Me: / Temecr: 1 2 2° 
0 Kp1nepim, cin,p3ae c pa3xO,nH - 11Me: / Temecr: 1 2° 
O U:eea - Temecr: 21 

~ U:eeaTa He e e,llHHCTBeHHJIT KJ)HTepHH 3a B1>3.Tlaraee H BCH<IKH KpHTepHH ca nocoqeeH caMO B 
.noKYMeHTaUHJ1Ta ea o6mecraeeaTa noP'bqKa 

II.2.6) Ilp0I'H03H8 CTOHHOCT 
Croneocr, 6e3 .na ce BKmoqaa MC: 61 85 . 53 Banyra: BGN 
(3a paMKoeu cnopa3yMenUR UJIU ounaMu'inu cucme.Mu 3a no,cynKU - npozno3na o6iqa MaKCUMCl./lna 
cmounocm 3a wurama n--:...._--·- me11nocm na ma3u o6oco6eHa no3U1.(WI) 

11.2.7) IlpOA'l>,lllKHTeJIHOCT Ha D0p'L'IIK8Ta, p8MKOB0T0 CD0p83)'MeHHe HJIH AJU18MH'IIH8 
CHCTeMa 38 DOKyllXH 
Ilpo~Te.JIHOCT B Meceuu: 24 HJlH IlpO.l(hJl)KHTeJIHOCT B ,llHH: 
HJIH 
Ha'lanea ,naTa: AA/MM/rrrr 
KDaHHa ,naTa: AA/MM/rrrr 

Ta3H nop,,qKa OOAJiemH Ha nO,llHOBJIB8He naD He~ 
OnHcaHHe Ha 00,llHOBJIBaHHJITa: 

11.2.9) HHcl>opM~ OTHOCHO orp8HH'leHHe 38 6po.R B8 K~aTHTe, KOHTO ~e 6~8T 
D0K8HeHH 
(c H3KJ110qeHHe ea OTKpHTH npoue,nypu) 

0'1aKBaH 6poH KaH,llH,L(aTH: 
HJIH Ilpe,nBH,lleH MHHHMaJieH 6poii: / MaKCHMaJieH 6poii: 2 

06eKTHBHH KJ)HTepHH 3a H36op Ha orpaHH'leH 6poii KaHAR.naTH: 

11.2.10) HHcl>OpMa~ OTHOCHO B8pH8HTHTe 
Ille fu,naT DDHeMaHH BaDHaHTH nan He~ 

II.2.11) HHcl>opMa~ OTHocao on~e 
Om,1HH naO He~ 
ODHcaHHe Ha OllUHHTe: 

II.2.12) HHct>opM~ OTHOCHO eJieKTPOHHH K8T8JI03H 
OOcpepnlTe TpJ16Ba ,na fu,naT npe,ncraaeeu no.n cpopMaTa ea eneKTpOHHH KaTaJI03H WlH .na BKmoqaaT 

e.neKTDOHeH KaTaJIOf 

II.2.13) HHcl>opM~ OTHOCHO cpeACTBB OT EsponeifcKH.R C'LI03 
naD He~ 06meCTBeeaTa nop,,qKa e in,s Bp,,3Ka c npoeKT v./HJIH oporpaMa, cpHBaecHpae/a C'bC 

cpe,ncraa OT EBpooeitcKHJI C'b103 
11,neeTHcpHK8UHJI Ha npoeKTa: 

II.2.14) .Z.OD'l,JJJIHTeJIB8 HHcl>opMa~: 

YHII: 71809bcf,3de9-4IS9-8029-fc506d33119 18 



06.RBJ1EID1E 3A nOP'b'OCA (aepc,<• 7) 

PA3JJ;EJI III: IlPABHA, HKOHQMJlqECKA, 4l>HHAHC0BAH 
TEXHJ1qECKA HH«l>OPMAIJ;lfil 
111.1) YCJ10BHJ1 3a yqaCTue 

111.1.1) roAJIOCT 38 yup8'IOUIB8Be H8 upofl}eCHOH8JIJl8T8 ,1.1;ei010CT, BKJIJOqHTe.JIHO 

H3HCKB8HHJI B'bB Bp'b3Ka C BDHCBaHeTO B upo4>ecuoH8JIJIH HJIH ThprOBCKH perHCTpH 

CnHC'bK H KpaTKO onHcaHHe Ha YC/IOBHJITa: 

YYaCTHMUMTe a npouenypaTa cne.D.ea .D.a npMTe~aeaT eanMnHo Pa3peweHMe 3a 
T'bproBMH Ha enpo c neKapcTeeHM n ponyKTM, M3naneHo no pena Ha 3nnxM MnM 

pa3peweHMe 3 a npOM3BOACTBO I BHOC B cnyYaMTe no Yn. 196 OT 3nnx M; 
O~epTaTa ce C'bCTOM OT nae YaCTM nOCTaeeHM B ,D.Ba OT,D.enHM 
nnMKa /onaKOB KM : nnMK Wl c HannMC u3aHeneHMe 3a yYa CTMe", a KOATO ce 
nocTaBHT AOKyMeHT MTe OTHaCHWM ce .D.O KpMTepMMTe 3a no,D.Oop Ha yYaCTHMUMTe 
MnM KaHnMnaTMTe ; nnMK N!2 c HannMC ,, npe,D.naraHaHM ueHOBM napaMeTpM", KOATO 
C'bA'bp~a ueHOBOTO np enno~eHMe Ha yYaCT HMKa . 
8 nnMK Wl - " 3aHeneHMe 3a yYaCTMe" ce nocTaBHT cnenHMTe AOKyMeHTM : 
l .EE~On , C'bA'bp~aw ,D.aHHM naHHM OTHOCHO nyOnMYHMT e perMCTpM , B KOMTO ce 
C'bn'bp~a MH~Op MaUMH 3a neKnapMpaHMTe OOCTOHTenCTBa MnM 3a KOMneTeHTHMH 
opraH , KOATO C'brnacHO 3aKOHOAaTencTBOTO Ha C'bOTBeTHaTa A'bp~aea e nn'b~eH 
na npenocTaBH MH~OpMaUMH 3a Te3M oOCTOHTenCTBa cny~e6HO Ha B'b3nO~MTenH 
M oOCTOHTencTBaTa no Yn . 54 , an .1 M Yn. 55 , an .1, T . 1 M T . 5 , 0 . " A" . 
3a uenMTe Ha HaCTOHWaTa oOwecTBeHa nop'bYKa , npM nonaeaHe Ha 3aHeneHMe 
3a noeeYe OT enHa oOocoOeHa no3MUMH, yYaCTHMUMTe npencTaBHT enMH 
EE~On . 2 . KonMH Ha noKyMeHTM 3a perMCTpaUMH no pena Ha 3aKOHa 3a naH'bK 
B'bpxy noOaeeHaTa CTOAHOCT - 3aeepeHM OT yYaCTHMKa C nonnMC M 
neYaT . 3 .~eKnapaUM H, Ye yYaCTHMK'bT e 3an03HaT C BCMYKM oOCTOHTencTea M 
ycnoeMH Ha oOwecTeeHaTa nop'bYKa M ce 3an'hn~aea na cna3ea ycnoeMHTa Ha 
nop'bYKaTa M na He pa3npocTpaHHBa naHHM , CB'bp3aHM C nop'bY KaTa ; - OOpa3eU 
w 3; 4. neKnapauMH 3a yyacTMe no oOocoOeHM no3MUMM - OOpa3eu w 7 ; 5 . 
AAMMHMCTpaTMBHM ceeneHMH - OOpa3eU Nt 2; 6 . Te XHMYeCKO 
npenno~eHMe / 00pa3eU N1 11/ 3a M3n'bnHeHMe Ha nop'bYKaTa , e enHo c 
non'bnHeHM "TexHMYecKa o~epTa" - ilpMno~eHMe W 11 , Hapen C'bC 3aeepeHo OT 
yYaCTHM Ka KOnMe OT eanMAHO pa3peweHMe 3a ynoTpeOa B CTpaHaTa Ha 
C'bOTBeTHMH neKapCTBeH nponyKT. 8 cnyYaA Ha M3TMYaHe Ha cpoKa Ha 
pa3peweHMeTo 3a ynoTpeOa Ha neKapcTeeH nponyKT npe3 C'bOTBeTHaTa ronMHa , 
3a KOHTO ce npoee~na oOwecTe eHaTa nop'b4Ka (2016r . - 2018r . ) , yyacT HM K'bT 
ne KnapMpa B C'bOTBeTCTBMe C Yn . 55 , an . 6 OT 3nnxM, Ye KOnM4eCTBaTa 3a 
neKapcTeeHMH nponyKT ca HanMYHM , 3a cpoKa Ha ne~cTeMe Ha noroeopa M 
o0pa3UM Ha ilpMno~eHMe W lla M ilpMno~eHMe W 130 3a KonMYecTea . B cnyy aA , 
Ye npMTe~ aTenHT Ha pa3peweHMeTO 3a ynoTpeoa M yYaCTHMK'bT ca enHo M C'bWO 
nMue ce npencTaBH caMo enHa neKnapauMH - npMno~eHMe W 116 . npMno~eHMe W 
lla e oT npMTe~aTen Ha pa3peweHMeTo 3a ynoTpeOa , npoM3BOAMTen MnM 
o~MUManeH npencTaBMTen Ha npOM3eonMTen , KOeTo ce noKa3ea c noKyMeHT 3a 
TOBa (noroeop Me~ny THX , n'bnHOMOWHO M T .H . ) ' KaTo BMeCTO ilpMno~eHMe N1 
lla ce nonycKa npMnaraHeTo Ha e KeM eaneHTeH noKyMeHT , KOATo OTroeapH Ha 
M3MCKBaHMHTa Ha cnenHMTe ycnoBMH : ~a e M3naneH cnen naTaTa Ha oOHBHBaHe 
Ha oOwecTeeHaTa nop'b4Ka ; n a c'hn'bp~a HOMepa Ha peweHMeTo , c KoeTo e 
OTKPMTa HaCTOHWaTa npoue,D.ypa ; na O'b.D.e Ha MMeTO Ha KaHnMnaTa MnM 

yYacTHMKa 3a KOHKpeTHaTa npouenypa a ,,MBAJ1-Byprac" M , B'b3nOl!CJl!Ten Ha 
oOwecTeeHaTa nop'b4Ka ; nae a opMrMHan MnM HOTapManHo 3aeepeHo KOnMe. ~a 
e M3naneHO OT O'bnrapcKM M/MnM yy~necTpaHHM npOM3BOAMTenM , KaTo B 
cnyya~, ye e Ha yy~n e3MK cnenea na ce npencTaeM a o~MUManeH npeeon . 8 
cnyYaA , ye noKyMeHTa e M3AaneH OT npencTaBMTenCTBa MnM O~MUManHM 
AMCTpMOyTOpM Ha yy~necTpaHeH npoM3BOnMTen B S'bnrapMH , npencTaBHHeTO Ha 
AOKyMeHT , Y.D.OCTOBepHeaw npencTaBMTenHaTa MM enacT e 3an'bn~MTenHO. 
3an'bn~MTenHO na C'bA'bp~a CnMC'b K Ha ne KapCTBeHMTe nponyKTM , 3a KOMTO ce 
OTHaCH . ~3pMYHO .D.a rapaHTMpa KOnM4eCTBaTa Ha neKapCTBeHMTe nponyKTM , 3a 
KOMTO ce OTHa CH , 3a uenMH cpOK Ha M3n'bnHeHMe Ha HaCTOHWaTa nop 'bYKa . 
K'bM Te XHMYeCKOTO npenno~eHMe ce npencTaBHT: a)~OKyMeHT 3a 
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06/IBJIEHHE 3A OOP'b'IJCA (eq>C>d 7) 

ynbn HoMomaaaHe , KoraTo nxueTo , KOeTo nonaaa o~epTaTa , Hee 3aKOHHHRT 
npencTaaxTe n Ha y Ya CTHH Ka ; 0) neKnapaux R 3a Cbrnacxe c Knay3HTe Ha 
npxnoll<eHxR npoeKT Ha noroaop - OOp a3eu N' 9 ; a) neKnapauxR 3a cpoKa Ha 
aanxnHocT Ha o~epTaTa - 00pa3eu N1 4 ; r) n e KnapauxR , Ye n px x3roTBRHe Ha 
o~epTa Ta ca cna3eHx 3anbnll<eHHRTa , CBbp3aHH c naHbUx x ocx r ypo a Kx -
00pa3eu W 5 . n ) neKna paUHR 3a KOnHYeCTBa OT yYaCTHHKa - 05pa3eu W lO ; e) 
neKnapauxR 3a npennaraHxTe OT yqacT HHKa cpoKoae . 

m .1.2) HKOHOMH'le CKO H (}>HHaHCOBO CbcrOJIHHe 

D KpHTepHH 3a no,n6op , KaKTO e yxa3aHo B AOK)'MeHT~HRTa 3a o6mecTBeHaTa DOJYb'iKa 
CnHC'hK H KpaTKO OOHcaHHe Ha KpHTepHHTe 38 DOA6op: 
He ce npensxll<naT 
l faHCKB8HO MHHHMa.TIHO/HH HHBO/a: 2 
He ce npensxll<naT 

m.1.3) T exHH'leCKH H npo(}>ecHOHBJIHH B"h3MO>KHOcrH 

0 K purepHH 3a ao,n6op, KaKTO e yxa3aHo B AOK)'MeHT~HRTa 3a o6m ecTBeHaTa DOJ>'b'iKa 
CnHC'hK H KpaTKO OOHcaHHe Ha KpHTepeHTe 3a DOA6 op : 

na npxTell<aaaT aanxnHo Pa3peweHxe 3a TbproaxR Ha enpo c neKapcTseHx 
nponyKTx - noKa3Ba ce c npe~cTaBRHe n Ha 3aaepeHo OT yYaCTHxKa KOnxe Ha 
CbmOTO i 
na HMaT OnHT B X30bnHeHxeTO Ha nocTaBKX Ha neKapCTBa - noKa3Ba ce C 
npencTaBRHeTo Ha neKnapauxR , BKnDYBama HH~OpMauxR 3a x3nbnHeHxTe 
noroaopx 3a nocnenHxTe 3 ronxHx , cYxTaHo OT Kpa~HaTa naTa Ha 
npencTaBRHe Ha npe~nOll<eHXRTa , C Tene~OH 3a Bpb3Ka C BCeKX OT 
Bb3nOll<XTenxTe . 3a uenTa yqaCTHHUXTe cnenaa na npencTaBRT HOTapxanHo 
3asepeHx KonxR Ha np enopbKx 3a noOpo x3nbnHeHxe , c Tene~oH 3a apb3Ka c 
no~nxcanx R npenopbKaTa . 
•na XMaT TeXHX4eCKO o5opynsaHe H pecypCHXTe Bb3MOll<HOCTX 3a ocxrypRBaHe 
Ha KaYeCTBeHO X Obp30 X3nbnHeHxe Ha nopb4KaTa (TpaHCnOpTHX cpencTBa , 
Hanxqxe Ha CKna~osa Oa3a , c KOXTO p a 3nonara yqacT HHKa) . 
• YYaCTHXKbT MOll<e na npencTaax x npyrx noKyMeHTX , ~oKa3sa mx , 
Te XHX4eCKXTe X npo~eCHOHanHHTe MY Bb3MOll<HOCTX , KaKTO X CbOTBeTCTBXeTO X 
Ka4eCTB0TO Ha npennaraHXTe n e KapCTBeHx nponyKTX C H3XCKBaHXRTa X 
ycnOBXRTa Ha Bb3nOll<XTenR . 
l faH CKBa.HO MRHHMa.TlliO/ B H B HBO/ a: 2 

na npx Te ll<asaT aanxnHo Pa3pemeHxe 3a TbproaxR Ha e~po c neKapcTseHx 
nponyKTx - noKa3Ba ce c npe~c TaBRHe n Ha 3aaepeHo OT yqacTHXKa Konxe Ha 
cbmOTO ; 
na XMaT OOXT B H30bnHeHxeTO Ha nocTaBKX Ha neKapCTBa - noKa3Ba ce C 
n pe~CTaBRHeTO Ha neKnapauxR , BKnD4Bama XH~OpMaUXR 3a X3nbnHe HxTe 
noroaopx 3a nocnenHxTe 3 ronxHx , CYXTaHo OT Kpa~HaTa naTa Ha 
npencTaBRHe Ha npe~noll<eHXRTa , C Tene~OH 3a Bpb3Ka C BCeKX OT 
Bb3nOll<XTenxTe . 
• na XMaT TeXHX4eCKO o5opynaaHe X pecyp CHXTe Bb3M0ll<HOCTX 3a ocxrypRBaHe 
Ha KaYeCTBeHO X 5bp30 X3DbnHeHxe Ha nopb4KaTa (TpaHcnopTHX c pencTBa , 
HanxYxe Ha CKna nosa Oa3a , c KOXTO pa3nonara yqacTHXKa) . 
• YYaCTHXKbT MOll<e ~a np e~cTaax x npyrx noKyMeHTx , noKa3samx, 
Te XHX4eCKXTe X npo~ecxoHanHxTe MY Bb3M0ll<HOCTX , KaKTO X CbOTBeTCTBHeTO X 
Ka4eCTB0TO Ha npennaraHXTe neKapCTBeHH npo~yKTX C X3XCKBaHXRTa X 
ycnOBXRTa Ha Bb3nOll<XTenR . 

ffi.1.5) Hu(}>OpM~ OTH OCHO 3aDa3 eHH DOJ>'l>'IXH 2 

OiloJYbqKaTa e 3aoa3eHa 3a 38J..UHTeue o pe.nop H.RTH.R H HKOHoMeqecKH onepaTope, HacoqeHe K"hM 
cou.e anHa e o po<t>ecuoeanea HHTerpau,HR Ha n Hu,a c ysp e,K,AaHHJI ene n e u,a B HepaBHOCTOHHO 
OOJIO'lKeHHe 

0H3n'b.JIHeHHeTO Ha DOJ>'b'fKaTa e orpaeu~euo B paMKHTe ua oporpaMe 3a C'h3AaBaue ea 3aJ..UHTeHH 
pa60THe Mecra 

111.2) YCJIOBHJI B'hB B 

m .2.1) Hu(}>opM~ OTHOCHO onpep;eJJeH8 npo(}>eCHJI (caMO 3 8 D OJn>qKH 38 YCJIYI"H) 
0H3o'b.JIHeu eeTO ea DOJ>'b'IKaTa e orpaBH'ieuo ,no onpeAeneea apo<t>ecHJ1 

Il030B8Ba.He Ha D HnO)l(}JMaTa 3aKOHOBa, D0A3aKOB0Ba HJIB 8,nMHHH 

m.2.2 YCJIOBKB 3 8 H3D'h.llHeUHe Ha DO 'IKaTa: 
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naP'fKJIII: 06JIBnE.H.lffi 3A OOP'b'IJCA {aq)CKJI 7) 

~OCTaBK~Te me ca nep~OA~4H~ Ha OCHOBaH~e 3aRBK~ OT 
Bb3no~~TenR ~ cneABa Aa ce ~3nbnHRBaT B cpoK cbrnacHo npeAno~eH~eTo Ha 
cne4en~n~R y4aCTH~K, KaTO Cbm~RT He MO~e Aa e no - Abflbr OT 48 
(4eT~P~AeceT ~ oceM) 4aca cneA noAaBaHe Ha 3aRBKa OT Bb3nOl!G1TenR . np~ 
Bb3H~KHana cnewHa HeOOXOA~MOCT , AOCTaBKaTa cneABa Aa ce OCbme cTBRBa B 
AeHR Ha n oAaBaHe Ha 3aRBKaTa a cpoK npeAno~eH OT cne4e n~n~R y4aCTH~K , 
KaTo cbm~R He Mo~e Aa e no - Abnbr OT 6 (wecT) 4aca . 

Ill.2.3) lhul>OpM~ OTHOCHO n ep COB8Jla, KOKl'O O'ITOBap.11 38 H 31l'hJJ.BeHHeTO Ba 
DOp'h'IK8T8 

038,A'blDKeHHe 3a DOCO"IBaHe Ha HMeHaTa H npo<t>ecHOHaJIHHTe KBaJJH<PHKaUHH Ha nepcoeana, KOHTO 
OTrosaoJI 3a H3fl'bJ1HeHHeTO Ha DOIYh'IKaTa 

PA3,ll;FJI IV: IIPOQE.JzyPA 
IV.1) 0DHcaBHe 

IV.1.1) BHA npo~e AY}>a 

~ OrKpHTa npoue,zzypa 
0YcxopeHa npo~e,zzypa 

060CH0BKa: 
00rpaHH"leHa npoue,zzypa 

0YcKopeHa npo~e,zzypa 
06oCH0BKa: 

OCbcreaarenHa npo~e,zzypa c .i:toroeapJ1He 
0Ycxopeua npo~e,zzypa 

0 60CH0BKa: 
OCbcreaaTeneH .AHanor 
0TiaPTffbOpCTBO 3a HHOBaUHH 
nTiy6nH'IHO C'bCTe33HHe 

IV.1.3) BHcl>OPM~ OTHOCHO p a M KOBO cnopa3)'MeHHe HJIH AHH8MH'1Ba CHCTe Ma aa 

D OKYJIXH 
0Ta3H o6IQeCTBeHa DOI)'b'IKa o6XBaIQa CKnJO'iBaHeTO Ha paMXOBO cnopa3}'MeHne 

0PaMKoeo cnopa3YMeHHe c e.ABB oneparop 
0 PaMKoeo cnopa3JMeHHe c HJIKOnKO oneparopa 

Tipe,ABH,AeH MaKCHManeH 6poii )"laCTHHUH B paMKOBOTO cnopa3}'MeHHe: 2 

0Ta3H o6IQeCTBeHa DOI)'b\fKa o6XBaIQa C'b3.AaBaHeTO Ha ,AHBaMH'iHa CHCTeMa 3a DOK}'DKH 
n.l{HBaMH'IHaTa CHCTeMa 3a DOKYDKH MO)Ke Aa 6'b.i:te H3DM3BaHa OT .AOD'bJIHHTeJIBH KYOYBa'IB 

B cnyqaii: Ha paMKOBH cnopa3}'MeHWl - o6ocHOBaBaHe Ha cpoKa, 'IHJITO npO.A'b!DKHTe.1JHOCT Hll,ABHWaBa 
'leTHpH rO,AHHH: 

IV.1.4) Bacl>opM~ OTHOCHO H8M8JIJIB8Be Ha 6po .11 H a pemeHHJITa HJIH 0 4>epT11Te DO Bp e Me 
H a AOroaapBHeTO HJIH Ha AffaJIOra 

OilpHJJaraue Ha noeranHa npo~e,zzypa 3a nocreneuuo HaManJ1Baue ua 6poJ1 Ra o6C'b)K,.AauHTe peweHRJI 
unH ea J.J,OroeaoJ1HHTe od>ePTH 

IV.1.5 ) BHcl>OpM~ OTHOCHO AOroBapJ1He ( CBMO aa C'hCTe38TeJIHH npo~e.zo,>R C 
AOrOB8pJ1He ) 
0B'b3JlaraIQWlT oprau CH 3ana3Ba opaBOTO ,Aa B'b3Jl0:>KH OOI)'b\fKaTa B'b3 OCHOBa Ha D'bpBOHa'laJJHHTe 

od>eOTH 6ea ,Aa DP0Be)K,.Aa operOBODH 

IV.1.6) BH4>opM~ OTHOCHo e.11e KTPOBHHJ1 T'hp r 

Ome ce H3DM3Ba eneKTl)OHeH Tbpr 
noo'bJIHHTe.nHa HHd>OOMaUHJI OTHOCHO eJJeKTPOHHHJI Tbpr: 

IV.1.8) BBcl>opM~ OTHOCHo Cnopa3YMeBHeT0 3 a A'hP>KaBHH DOJ>'h"IIXH (GPA) 
06uteCTBeHaTa OOI)'b'IKa OOD8,Aa B o6XBaTa Ha Cnopa3}'Meenero 3a .in,p)KaBHH DOI)'b'IKH 
(GPA) 

IV.2 AAMHHH aTHBHa RH O M~ 

IV.2.1) IlpeAff.mHB ny6.,mx ~ OTHOCHO T83H npo~e.zo,>a 2 

HoMep ea 0611eneHHeTO BOB Ha EC: 2016/S 039-063320 
HoMep ea 06J1eneeuero B POil:715338 

.l(a O H e ~ 

(EOHo om C11eOHume: 06si611eHue 3Q npeOBQp umeJZHQ UH!P<)pMQ~UR; 06R611eHue HQ npo</)WIQ HQ 
n 6(ll.fQ 

IV.2 .2) CpoK 3 a D OJiy'laBaHe e a 0 4>epnt HJIH ea 3aJ1B.1JeBHJ1 a a yqaCTHe 
,UaTa: 08 08 2016 .A.A MM rrrr M eCTHO B eMe: 16: 0 
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06JlllJia01E 3A nOP'b'OCA (IICl)QIJI 7) 

IV.2.3) IlpOI'H03ea ,AaTa ea H3np~aee ea noKaHH 38 TLpr HJUI 3a yqaCTHe ua H36p8HHTe 
K8ftAH,A8TH 4 

M MM rrrr 

IV.2.4) E3HJOI, ua KOHTO MOraT ,A8 6'1>,AaT nO,Aa,AeHH o<I,epntTe HJIH 38JIB.lleHH.RTa 38 yqaCTHe 
1 

OAHrnHHCKH 0HpJJ8HJ.ICKH 0ManTHHCKH 0PyM'bBCKH o~peeCKH 
~6'hJlrapcKH 0HcnaecKH OHeMcKH 0CnoBamKH OX'bpBaTCKH 
0fJYbQKH 0HTaJJH8BCKH 0 HHJ.1epnaHJ,1CKH 0CnoBeBCKH OtiemKH 
0.zlaTCKH OJiaTBHHCKH 0IlOJJCKH 0YarapcKH OillB~CKH 

ECTOHCKH JIHTOBCKH Ilo ~HHCKH 

IV.2.6) MHHHMaJieu cpoK, npea KOHTO o<I,epeHTLT e o6s'bp3aH OT o<I,epraTa 
Oq>ePTaTa TPJ16sa ,Ila 6'b,lle BaJJH,llHa ,llo: PJJ./ MM/ rrrr 
HJIH Il 0,ll'bJDKHTeJJHOCT B MeceQH: 6 (OT .naTaTa KOJITO e DOCO'leea 38 ,llaTa ea D 

IV.2.7) YCJIOBKR 3a OTBapJ1ee ea o<I,epntTe 
,llaTa: 09/08/2016 PJJ./MM/rrrr Mecreo BpeMe: 11:00 

MJ!cro: ayna ea "MBAJI - Byprac" A/1., a,llpec: rp. Byprac, 6yn. "Creq>att Cra.M6onos" NQ 73 
Heq,opMaQHJI OTHOCHO yD'bJIHOMOlUeHHTe JIHQa H npOQe,llYJ)8Ta Ha OTBap11ee: 

nonyYeHHTe 3aRsneHHR 3a yYaCTHe HnH o~ep Tl1 ce OTBapRT Ha 
ny6nHYHO 3ace~aHHe , Ha KOeTO MOraT 'Aa npHC~CTBaT KaH'AH'AaTHTe ~nH 
yYaCTHHUHTe B npoue'AypaTa Hn~ TeXHH yn~nHOMomeHH npe'ACT aBHTenH, KaKTO H 
npe'ACTaB~TenH Ha cpe'ACTBaTa 3a MaCOBO OCBe'AOMRBaHe . 

P A3.l];F.JI VI: .l];OITbJIHHTF.JIHA HH(l)OPMAI:(HJI 

VI.1) HH<I,opMBUHJI OTHOCHO nepHO,AH'IHOTO B'l>3Jlaraee 
ToBa npe.ncrawurna nepHO.llH'IHO n0BTap11ma ce DOJYbttKa .l(a~ HeO 
Ilporeo3HH cpoKOBe 3a ny6nHK)'BaHeTO ea CJJ~B81UH o611BJ1eHW1: 2 

M. OKTOMBpH 2018r . 

VI.2) Hu<I,opMBUHJI OTHOCHO eJiexrpOHHOTO B'b3Jlaraee 
Ome ce npHJJara eJJeKTPOHHO DOJYb'IB8He 
Ome ce H3DW13Ba eJJeKTPOHHO q>aKTYPHpaee 
nme Ce opeeMa eJJeKTPOHHO 38DJl81U8He 

Vl.3) .l(OD'J,JIHHTeJIB8 HH<I,OpMBUHJ1: 2 

) Vl.4 Iloo~eJIYl>H no ofoKaJIBaee 

Vl.4.1) Oorae, KOHTo O'ITOBBD.R 38 nno~e.AYDHTe no o6)1(aJIBaee 
Oq,m .. w anHo eaHMeeoBaeHe: 
KO~CHR 3a 3amHTa Ha KOHKypeHUl1RTa 
IlomeacKH a,llpec: 
Oyn . Bl1TOWa NI 18 
fpa,ll: Ilow.eecKH KO,ll: I .ll'hp>Kasa: 
Co~HR 1000 BG 

Teneq,oe: 
+3 59 29884070 

EneKTPOHHa noma: ~axe: 
cpcadmin@cpc.bg +359 29807315 
HeTepeeT a,llpec (URL): 
http : //www.cpc.bg 

Vl.4.2) Oorae, KOHTO 0Tr0B8PJI 38 nno~ellVDHTe no MeAHBUKR 2 

Oq>HQHaJJHO H8HMeHOB8HHe: 

IlomeucKH 8,llpec: 

fpa,ll: IloweHCKH KO,ll: I .ll'hp>KaBa: 

Tened>oe: 
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os.llBJIEl01E 3A non.'IKA (ocpad 7) 

EneKTJ)OHHa nom,a: ll>aKC: 

liHTepHeT a.u;pec (URL): 

VI.4 .3) IlOA8B8He ea lK&II6H 

To•rna HH4>opMat\IDI OTHOCHO KpaeH cpoK/KpaHHB cpOKOBe aa no.n.auaHe Ha >KaJI6e: 
C1>I'J1aCHO 1.JJl . 197 OT 300 . 

VI.4.4) Cily)K6a, OT KORTO MO;tCe Aa 6'1.Ae DOJiylleBa HBcl>OpM~ OTHOCHO DOA8B8HeTO ea 
:lKBJl6H 2 

Oct>H~aJIHO HaHMeHOBaJrne: 

Iloll{eBcKH a.n.pec: 

I'pa.n.: IIomeecKH xo.n.: I Jhp)ICaBa: 

Te.ne4>0H: 

EneKTJ)oHea now.a: ll>aKc: 

liuTepue-r a.n.pec (URL): 

VI.5) _naTa e a H3Dp~8He ea B8CTOH~OTO 06.RB.11eeue 

,AaTa: 01/07/2016 .n..n./MM/rrrr 

B'h3JlaramIDIT opraH/B'b3JIO>KHTe.JIJIT HOCH OTrOBOpHOCT aa rapaHTHpaHe Ha cna3BaHe Ha 
3aKOHO,D.aTeJICTB0TO Ha EuponeHCKIDI C'hl03 H ea BCH'IKH npHJIO>KHMH 3aKOHH. 

20 

21 

MO/IR, nouropere, KO/IKOTO m,TH e He06X0,!111MO 
B npHIIO)l(HMHTe C/ly'laH 
aKO Ta3H HH<POPMa411R e 113BeCTHa 
MO)l(e ,qa 6"t,,qe npHCb,!leHa 3Ha'lHMOCT BMeCTO ea)l(HOCT 
MO)l(e ,qa 6"t,,qe np11c~eHa 3Ha'lHMOCT BMeCTO Ba)l(HOCT; aKO 4eHaTa e e,qHHCTBeHHRT 
KpHrep11H Ja eb3/laraHe, Te)l(eCTTa He ce H3no11Jea 
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