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IOKnA,n
ro rlJr.103, al .3 ot 3Oll

?,a nFq\/rT.FFrnr/na 
^n 

n:6nmrm: u,,a KoMI/ICrAfl.ra I Ha3HaqeHa c.bc 3anoBe.q Ne 154 or
26 .06 .2020 r,o.qr4Ha Ha Ynpaezre,na Ha "Ko{-Eyplac" EooL 3a rpoBex.qaHe Ha
oTKpI4Ta nporle.4ypa/ c npe'4Mer: ,r,[ocraara rra JreKapctrBegr4 rrpo.qyKtqer - o6tt{yt u Ba
Jre'regr4e Ha ogKoJrorr 'g.ylrz 

ga6onaBagrr f,., pag.npegerrenr4 B gFe o6oco6erru taogwrJra'z^, .

flporle4ypara e orKpr4Ta c PeneHr4e Ne 15/19.05.2020 r., Pon Ns 91 1 866,
pe|I4crpr4HaHa B AOll noa Ne 00232-2020-0003, ny6nuxyBaHo o6.qBreHr4e B poil Ns 977
a ea -.,6. -,.,.. ,- - ,uuu/ rryvrr^nyoorlo Ha 2L05.2020 r. v e OB Ha EC Ns 2020/S 099-239 963 Ha
22 .05 .2020 rr .

l-, Crcrae Ha KoMr4crAflllai

flpelcerarel: lapuua Cro.cHoea - rJraBHa Me.qr4ul4HcKa cecrpa/ ,,KOI{-EypIac" EOO,{;
9"nesoee:
1. Wpnna To.qopoBa - Mafr4crbp Qapvaqenr, ylpaBfiTeJr 6orHzrlHa alreKa Ha KOII-
Eyp|ac,'
2. .4eaua flerpoea - npaBocnoco6eH ropucr, no un.2O, alr.4, r.3 or 3Oll;
3. Mrsrco KoeB - r'|JIaBeH eKcflepr, luperc4un "3c,IC", o6uimHa Eyplac, ro un.2o,
an.4, r. 3 or 3Oll;
L frvaua AnnvrrogS - HaqaJIHI4K or.qer ,,f1KM,4", P3ll-Eyprrac, lto ,an.20, ail.4, r.3
or 3OIl.

2. vuacrxztll4 B npoue.qypara t norrailw onaKoBKu c zoKyMeHTu 3a yqacrlre I ca:

,,MAPMI4T IOHAIZTEI" EOOI Bx.N, 01,/16.06,2079 r', - 12:30 .r.
,,AJITA OAPMACI{]TIAK'bIIC" EOOI] Bx.Nq 02/24.01 .2019 t. - 09:40.r.
,,ME.qE,KC" OOI Bx.N,03/24.01 .2019 t:. - 09:45 q.
,,OAPKOJI" AN Bx.Ns 04/24.01 .2079 t:. - 11:45.r.
,,PO1]] B'bJ]IAPil,S" EOOI Bx.N,05/25.07.2019 r'. - 09:43.:.
,,oboHylKc OAPMA" trOO.U Bx.Ng O6/25.01.2079 r. - 10:20 u.
,,TON XOCIIITAJI CbPBUC" AN Bx.Ne 07/25.01 .2019 y. - 11:49.r.
,,cooAPMA TPEr4.47rHr" AA Bx.Ne 0B/25.01 .2019 r'. - 11:51 .r.
,,rPo oAPMAIJI4,fl," EOO,U Bx.Ns 09/25.01 .2079 t, - 11:58 .r.
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? Kn:arlnauamA Ha yqacTHr4ur4Te /
,,Hail.-]HrACKa llpe.qJroxeHa u,eHa\\ e I

cboopaBHo t436paHwn or Bt:noNzrer.q r(pr4Teph|7
KAKTO CJICIBA:

\J' 
'nn HauMeHoaaHue flr.peo Mncmo Bmopo Mwcmo

an NS 1 - UU^TOCTAT,4UU
11 LO1 XE38 Cobimetirrib POt! 6bnTAPt4fl X

12 LO 1 XE25 Trametinib oboHTlKc ANTA OAPMACI'OTI/KbNC

13 t01xE42 Ribociclibr oboHt4Kc COOAPMA

14 LO1 XC31 Avelumatt ME[EKC oboH14Kc
15 L0 1 XC28 Durvalunrab COOAPMA X

16 LO1 DBOl Doxorubicin hydrochloride AIITA OA PMACI-OTK1 KbN C TON XOCNfiTAJI
17 LOl DCO3 Mitomycirr X X

Otl Ne 2 - MEATIKAMEHTU O6Uu
21 AO2BAO2 Ranitidine X X
22 AO3BAOl Airopine COOAPMA X

23 AO3BBO,1 Butylscoprolamine COOAPMA X

24 AO3FAOl Metoclopramide MEIIEKC COOAPMA
25 AO6AD65 Macrogol, combinations COOAPMA oboHt4t(c
zo A1 OABOl Insulin Human COOAPMA X

27 A1 OABOl Insulin Human X X

28 A1 64402 Ademetionine COOAPMA oboHht(c
29 BO1 ABO5 Enoxaparin sodium oboHt/Kc COOAPMA

2.10 BO1 AB1 2 Bemiparin sodium COOAPMA X

2.11 COl BDOl Amiodarone COOAPMA oboHl,4t(c
2.12 CO1 DAO2 Glyceryl trinitrate oboHilKc X

2.13 CO24COl Clonidine COOAPMA X

214 JO1 DDOl Cefotaxime oboHt4Kc X

2.',t5 JO1 DDO2 Ceftazidirrre MEAEKC oboHt/Kc
z. to JOl IVIAO2 Ciprofloxacin oboHtlKC X

2.17 JO6BAO2
lmmunoglobuline, normal
human for intravascular adm.

COOAPMA X

2.18 [/03AC04 Atracuriurn X X

2.19 MO3AC04 Atracurium X X

2.20 NO5AAO,1 Chlorprornazine COOAPMA X

2.21 NO6DAO4 Galantanrine COOAPMA X

2.22 R03DAO5 Aminophylline COOAPMA X

2.23 RO5CBO2 Bromhexine COOAPMA X

2.24 RO64CO3 Chloropyramine COOAPMA X

2.25 VOsABO2 lohexol X X

2.26 VOBAB04 lopamidol MEAEKC OAPKOJI

2.27 VOBAB04 lopamidol MEAEKC OAPKOJI

2.28 VOsABO5 lopromide: MAPMI4T }OHA'ITEA X

2.29 VOBABl O romeprol OAPKON X

2.30 VOBABl O lomeprol OAPKOII X

2.31 VOSCAO9 Gadobutrol MAPMl/1T I'OHAI/TEA X

Koytucwnta [penJlara Ha B'l3roNrrer.a, KJIac]4paHI4Te Ha nbpBo M.qcro y\tacrr-rlL)w 3a
BC.qKa o'r.qeJlHa FtoMeIJr{JIarypa JreKapcrBeH npogyrcr (In) or o6oco6ena rto3r4ur4.q (Oil)
Ne 1 vt OII Ns 2. ot: rrpe.uMera ga o6ujecrBeuara rlop.br{Ka r Ad 6t,.qar ortpeleJreHr4 3a
IA3n )ILIIA'IeI7t4 v4 c 'r.qx .qa 6'L,.qaT cKIIroqeFrr,r JIorroBop14 3a 143|lbJIHeH]4e Ha |lop,br]KaTa.



.-1 . [O eJIa Ha qJr.I-LU/ aJr._L/ T.1 oT 30 3a CJIEJIHI4TE JIII
nn
HNs

ATC l\4exAyrrapoAHo HenareHTHo
HAhMEHOBAHTE /INN/ teKapcrBeHa QopMa

KONtrVECTBO HA AThBHOTO

neKapcTBeHo BeulecTBo (MFpKa)
flporHo3Hh KonhqecrBa B

nococeHaTa Mflp{a

17 LO1 DC03 Mltomycin napeHrepanHa QopMa mg 16 250

2.1 A02ElA02 Raniiidine solution for injection 50mg 2 000

27 A1 OABOl lnsulin Fluman suspention injection 300u1 30

2.18 MO3AC04 Atracurium solution injection 1Omg/ml- 2,5m1 300

2.19 MO3AC04 Atracurium solution injection 1Omg/ml- Sml 800

Kox.utt.cugla rtpe.qJIa].ra Ha BssroNlzter.q

L10, al .1, r

ll PEKPATI4 npoqe.qypa ra :

1

lto't,uzvt:. 3a r\urvrpaHrlTe HoMeHKrarypl4 J[ln
H.qMa nona.EeHa Hwro e.qHa o6epra.

B cpoKa / orrpe.qeJIeH or Br3roNrrerx,

.z. |lo e.qa Lta rrr.-L-LU, ar.I, ,t.2 or 3OI 3a cneAsure JI u OII
nf] HNs ATC lvlexAyHapoAHo HenareHTHo

HarMeHoEaHhe /lNN/ IleKapcrEeHa QopMa
KonhcecrBo Ha ar[Baoro

neKapcrBeHo Beu.{ecrBo (Mqpf a)
llporHosnr xonurecraa a

nocogeHaTa Mffp(a

2.2s VOSABO2 lohexol solution for injection 350m9 /ml-10Oml 200

MoTI4BI4: 3a LJvrrIApaHus. JIll wMa no.ua.qeHa caMo e.EHa oQepra v r.q He ortoBap.q Ha
ycJloBt4.qra 3a npeJlcraB.qHe / BKJIroqr4TeJlHo 3a Qoprr,la I HauwH rA cpoK / vrilv e
r'{eIloItxo,t[r{ua .

flpegroNeuvte :a O1]CTPAH.{BAHE Ha yqacrHurJrt t4 v'orrlBvr:

5 . 1 . Kottt't.cus.'ta rtpe.[Jlarra yqacrnrzrcrbr ,/ME,[EKC'\ OOA, [o.qaJl .qoKyMeHT]4 3a
yqacTr,4e B rpoue.4ypa'ra 3a JIn M 2.29 u JIn Nr 2 "30, Fa 6.rge otrcrpaHen or
yqacnr4e B rrpor{egypaata/ rra ocHoBarr e 'rn,. 107,n.5 or BOII .

MOTHBI4:
'l: nrttonrznrurzma Jlfl N,2.29 l,t Ns 2.30 yuacrHI4K'br He e npe.qcraBr4r r4:3I4cKyeMI4Te or
B't's.noNrrer,q [enlapaqur-ceo6ogeH TeKCT or npor43Bo.qt'trenn/tlpy r4rrv or Her,oB
oQrzu,ma.neH npe.qcraB14TeJl 3a PE.
Tl nnrrznlaHm:rrTlsr,, Avr\r rvrullrq+yr.r-.4 |]o [poue.uypaTa e BIl'lCatHo cJIe.qHoTo 

'43ylcKBaHe:,,3a OII Nr2 - Vuactun rc, oQepupaul JIfI or Ns2.2!j ,qo Nc2.31 ercrrc.lvrer7Hol B crryrlafi .re ne e
fiponsBo.trIrTeJI/ cJIeIBa.Ea npe.qcTaBt4 K'bM TexHI/qecI{oTo cIA npenJloxeHlle uL IEKJIAPAIIIII-
ceo6o4eu't'eKc'r or npot43Bo!:ATeJte, !Ar\r4 otr ltPV wnw or HeroB oQzqza;ren npencraBrreJr 3a
Rqnn:nrro t'usrno ^T JII4uara rro qJI .26, al .I/an.2 ot 3JlIIXM) , qe KoJII4r{ec'r'Bara JIeKaDcrB€)HtzI art. L/ aJL. - vt JJrttl\t.l/ , yc nuJl/L yl

irpo.qyKT14 / rtzrAcKyeMI'l na cne4taSvtxa4wx, ue 6r,gar ocilrypeHrz 3a cpoKa Ha 3n.rrJrHeHL4 e ua
nop%LlKaTa . " .

B 'rexnr,rqeCKoTo flpe.EroxeH]4e 3a BC.qKa e.[Ha OT .UBeTe HOMeHKJrarypra JIll Ne 2.29 t4

N! 2. .3A He ce cl,.u'bpxar BCti.qKrA ueo6xo.Ervz .uoKyr,{eHTr4 / u3rAKCKyer,jJ or
JJ'sgloNn.rel.q .

KoMzcz.qr a cqrtTa r He raKa lz3rrorBeHr4 / oKoMrIJIeKToBaHr4 rA npe.qcraBeHl4 /
rlpe.[fl.Iloxel'{I rITa Ha yr{aCTHI4Ka 3a nocoqet:r'rEte JIn ottl On M 2 rre otrroBaprrtr Ha

'A3VICKBaHrrF.Ta 
Ha B'l:3ltoNrrelx, 3a oQopuxHe 14 npe.qCTaB.qHe Ha TexHr4rf ecKr4Te

flpe.ufloxeHI4.q Ha yqaclTHr4I-lrTe / T . e . He o'rrroBap.qT Ha ycIloBl.l.qTa 3a npeIICTaBtIHe
Ha oQeprr4r'e .

5 .2 . Kot"ttttctttsra npe.urara yqacrlxlzKrlrr ,,CO€API"IA IPEilI,E:rirHI', A'a nor(aJr
AoKyMeHTI,l 3a yqacrre B rtpolr,e,qypara Ba JIn Ne 2.76 , ,qa 6rge otrctrpageg or
yqacrrr4e B rrpo4eg)rpara / rra ocHoBar{ure rru. 107 , n .2, 6. ,,a,, or BOII .
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MOTTTBTI:
Vu: nmrzvrm aJ aqua/r^Da c rrlJeltJroxTlJr .qa r43nbJr}rlA .4ocTaBKaTa Ha JIJI Ns 2.L6 c JII] _ III4IIPTIHOJI ,16.50Oul x 10 or IlPy - KRKA, d.d., C.noeeuu.s.
flpegnoxeHvllT JIII e 5aJrilr{en n IIJIC-ITpwrox.eHvre 2, T. e He e r4grtr5JrgeHo
erSrrcKBaHetro Ha B's3ltoNmre.rtx, BnilcaHo n 06.qereHlzero 3a nopbrIKara B pas.qen
Tperz, T'f lI .2.2) -Ycnonvtn 3a I4grI'bJIHeHr4e Ha nop.brrKara 14 n .[oxyvreHTaqr4.qra ro
fln.)lTcn\,/nArF,a' Tlnonn^vaurrma Tlfl *rrrnun,,^^-,'ItvulrsAyyo rq ' //rrlru4JrvasnvrIs r!!r Aa Wvlr'ypvrpd,'r' B lio3tlTIABHVIfl JIeKapCTBeH CnI4CbK -
[lpwnoxeut'te 2, aKTyarreH rcrrul 1j .06.2020 f . "
Kotttucns.ra cqI4Ta, 9e yqacrHI4Kbr e lpe.qcr aB:zJr o6epra, Ko.qro He orloBap,q Ha
npe.qBapI4TeJIHo o6.sBeHIzTe ycJloBI4fl za rA3il'bJTHeHr4e Ha roD.brlKara.

5.3. Koruucu.qta npe,lJlaIra ooeprr4re Ha yqacTHr4Ka /rIIPo eAPMAIII4a\ EooI 3a
JIII c Ns 2,25, .qa 6t.Ee orcrpaueH or yr{acrr4e B npouelypaTar HEI ocgoranr[e
'rn. 10? , tr. 5 on SOfl.
MOT'IBII:
w- ",r\'bM rIpeAJIoXeHI4eTO Ha yr{aCTHl4Ka 3a r3[bJ]HeHyIe Ha JIn Ne 2.25 EuncJBa
flpe.[craBeHa ]4314cKyeMara or Bt3"[oxurer.q .[erc.napaqra or lIPy uJrw HeloB
o@utquareH lpe.ucraBr4reJr sa pE aa 6rnnqpcKu egrrK.
V'lacrHl4rcT,r e lpe.qcu aBuJt 3aBepeHo or Hero Korr]4e Ha .qoKyMeHT Ha antnvitcxu
e3I4K. B ro3I4 .4oKyMeHT e.ulzHcrBe:r.Irfr.T Bnr4caH TeKCT Ha 6rnlapcxm e3r4K yKa3Ba/
rIe .uoKyMeHT'.tT e I43.qaIeH 3a HaCTO.SUaTa nop.brtKa.
B Pa:.qe.l 4 - vraganr.q 3a lr3lorB.qHe Ha oOeprara , r.7 . or ,Iorcyvresraq%.rlTa no
nnr]tlcfr\/n:na Rq'rrrJv+uAr rJu a u u o3JIOXTITeJ]qr e BnI4CaJI CJIe,4HOTO w3vICKBaHe K.bM npe,UCTaB.gHeTO Ha
oQeprrre i ,, . ...{orcyl"reulrre n oQeprara ,qa ce npe.qcraB.qr Kar; opuruHaltu ulrvr
3aBepeHI4 otr yqacrrtzKa rcolzn (aro He e nocorreHo gpylo r43I4cKBaHe) , Ha
o'bJlr,apcKu e3yrK t4 B |]peBOI . ".
Kotttttcwg,r a crJrra, ee raKa l43rorBeHo, oKoMrIJleKToBaHo
lpe.qJroxeHr4ero Ha yqacrHr4Ka 3a rrbntaJrr+enr4e na JIII Ne 2.2s
r'r3r4cKBaHt7fl.Ta Ha B'l=fioNurenR, 3a o$opuxne fi npe.4craBfiHe
npe.qJloxeH]4fl Ha yqaCTHl4UJ4re, T . e . He oTrroBap.sT Ha yCIoBtLqTa
H: ndronmrzma

5 . 4 . Korttsacus.ta npe,Urara yqacrHr4K.br ,TCbOHI4KC eApIIArr EOOA r [o.qaJr
AoKyMeHTr4 3a yqacrr4e B npoue.qypara ga JIn M 2.4 , .qa 6r,Ee orcrpaHeH or
yqacrr4e B npoue.uypara/ Ha ocHoBaHr4e qJr.107 , r8.2, 6,.,a,. or SoII .

MOTIIBLT:
B O6.qereHr{ero 3a orKpr4BaHe Ha npoqelypara u B ,uoKyMeHtarlr4.cra BrsroxilreJrrrr e
locoqt4Jl : ,,He ce AoEycKa rraJrtrqr4ero Ha rpeurKa Texl{rlr{ecKa, cytlapga, B
r4eHoBoro rlpe[Jroxer{rre rra yriractrHrrq%Ee. \r 

.

3a JIfl Ns 2 .4 yqacrHr4K.br e npe.qcra

Br,r.qHo or MapKr4paHr4 rre KoJroHr4 , flpv lpe.uJroxeHa or yrJacrHLjKa eI]4Hr4qHa r_leHa B
KoJroHa 11 or 0,76 ffB. , npu 25 6pon B e.EHa oraKoBKar UeHdrd 3a oraKoBKa c
Tl11C 6v . ne nR: r.nAv vyr -,,-a--,r.)/ tlo IA3qIACJ|eHIAfl. Ha KOMt4C]/ 1fl.Ta, 4a 6.14e 19,00 ne.
Kot'tvtct/'s,ra crluITa, qe nprr nocorlBaHero Ha qeHa ga onaKoBKa c ,[IC or 19,25 ng.
sa JIll HNe 2 .4, yqacrHr4K.br e .qolycHaJr rrperlKa.
K-ovsttcvnt a cr{I4Ta r ve yqacrHr4K'br e npe.qcraByrJl rleHoBo npe.qJroxeHr4e 3a JIn HNe

2 .4 , , KoeTo He orrroBapfi Ha npelBapt{TeJ]Ho o6EBeHr4T e VsucKBaHrrs Ha
Bt3roNrrer.q.

r4 npeICTaBeHO /

He otrr9Baprr Ha
HA TEXH'IqECKI4TC

3a [pe.qcraBsHe

I/IJI UJlCJ-I|IO'1'O TICHOBO fIPC.qIO'KCHTIE :

nn
HNe

ATC NN
JleKapcrB

eHa

QOpMa

Kon-Bo Ha

AT{BHO
neKapfrB B-

Bo (MFpKa)

flporHo
3HU

KOnilqe
CTBA

TbproBcKo HauMeHoBaHhe
flpnrpNaren na

pa3ped!eH[ero 3a
ynorpeOa

uPoK

roAH.or
I-IPY - e f

4 6 I 10

AO3FAO
.l

Metocloprami solution
for

initr.Jinn
1omg 3 000

Degan, Solution for
injection,'10 mg /2 ml,
mq. PacK:25

LCK
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6. B Hacro.{riara
npe.ucTaB.qHr4 MocTpr4 .

tlpoue,qypa or yr{acrH]4rIr4Te HE CA I43IICKBAHIA U HC CA

Clc c'bcraB.qHero Ha HacroHltlvr.q Ioxna.q/ c.brlracHo r43]4cKBagr4.sra Ha rJJI .103,
al .3 vt r1o pera Ha .]r.60 or llII3OlI I Ko:vrtlcvrlTat Ha3HarreHa c.bc 3anoBe.q N! 154 or
26.06.2020 ro.qr4Ha, 3a rpoBexAaHe Ha orKpr4Ta npoqe,qypa/ c npe.qMer: ,rflocraaraI{a JreKaPcrBeHr4 rrpoflyKlr'lt o6upt u 3a JreqeFu4e Ha oHKoJroFzr{Hr4 Ba6oltEeauua,
PaBnPeAeJxeHtr B Ate o6oco6enz no9vfiJprrvrt' npr4Krlorlil cBo.qra pa6ora B o;1pe.UereHl4.c
or B.lsroxl4TeJr.fl cpoK.

Ha ocHoBaHIze rrJJ .706, ar.1 or 3OIl Haclo.srlr4.sr .EoKJrar ce npercraB.q Ha
Br=roxrre"n.q 3a yrB.bpx.EaBaHe Ha 2j . oj .2020 r1o.trr4Ha / Be,uHo c usJrara
rloKyMeHTalfrtfl, rA BCrALtKt .[oKyMeHTr4/ cbcraBeHyt B xo.qa Ha pa6orara Ha KoM]4cr4rrra
- nporoKorl1 NeNs I,2,3,4 or 3ace.qauvtnta it, ra6.nmua Ns 114 uHAvrBvrryaJIHr4Te Jrucrvr
orr npoBegen Npe6vlZ.

Kotlcun:

llpegcegarel:

Urenoee:

/ E.Cronnoza /

/ v!. LvAvP9DA/

aL.

3.

Tlamnnpr /

M.Koee/

/A.AntNueza/
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