
IIPOTOKOJ] N9 2

Iluec, I3.07 .2020 rro,[]lHal B 09: o0 qaca/ or 09: o0 qaca/ n ra6vHer,a Ha
J.JIaBHar,a r\4eIIr4Ur4HCKa cecrpa Ha ,,KO[-Bypr,ac" EOOL Ha a.Upec rrp . tsyprac,
Firzn "cmarlr:u r--aM6oroB" Ne 73, e XupyprtiqeH l{oplyc na MEAJI-Byprac A!, er.l I
KOMIICIA'I B C'bCTAB:

.lnoncon:mAn. TT Cmanrr-.,y,4- /\dpJ4Hd u'r'oHHOBa
Rrrnn: n//TiAf)TT.Dvv+\,

9;reHoee :

,,KOI]_

1. IApnaa 'T'o.uopoaa Mafr4crbp-OapMaueBT/ ynpaByrreJr 6olnr.rna arlreKa, ,,KOll-
Eypr.ac"EOOf[;
2 . lleaua fle'rpoea - npaBocrtocoOeH lopl4cr I no v,Jr.20 | a.tr.4 | T. 3 or 3ofl;
3 , Mrurco Koen - TrJIaIleH eKcnep'f , ,[rzperqrn "3C.[C" - OOulr{Ha Byprac no \-tn .20 ,

alr.4t r.3 or 3OIl;
4. ,[rana Ae.[NI4ena - Har{aJrH]4K or.UeJrt P3IA Eyplacr [o un.20t ar.4t r.3 or
30Il,

rr Ir3llrrJlHeHI4e Ha 3aloBe.U Ns 154 o.r 26.06.2020 rro.Er4Ha Ha Ynpaerreln Ha
"KOI{ -Byplac" EOO.4, ce cr-6pa .qa .ua npo.q,bJrxr4 cBo.qra pa6ona no pa3frrex.qaHe,
olleH.qBaHe tA Kracl4paHe Ha nocrbrrr4Jll.rle oQepru 3a yqacrr4e B orKpr4Ta
rlpoqelypa 3a B'b3JrarraHe Ha o6qecreeua nop'bqKa / c lpe.qMer : ,/,qocraBKa Ira
JreKapcIFBeHrf npoAyr(trr4 o6tt4.t u 5a Jrelrlel{r4e lia OHrcoJroFrfr;rHz Sa6onsBaH91f,
paBnPeEerreRr B lqBe o5oco6eavr rroE'4rts,ttr,,

- rrIaBHa Me.ur4ur4HCKa

llpoLrelypa.rra e peur4c,Ipr4paHa B AOfl noa Ne 00232-2020-0003 , v a :

- orKpr4rra c Peureume Ns 15/79.A5.2-02A rr./ ny6lzxyeauo n POII c
2I.45 .2020 r' . ,

- O6.qelesue - B POn Ne 911 B58, ny6rraxyeauo Ha 2I .05.2020 f .

Ne 2020/S A99-239 953 na 22.05.2020 r,.

LIa

EC

Ne

VI

911 866

eOBHa

llpeace.[arer.qr Ha KoMucrAtrra npoBepr4 c'bcraBa Ha npr4c.bcrBarlr4Te rA cJre.q Karo
ycT.'aHoBvi/ qe npr4c'bcT,BaT BCr'qKtA r{JIeHoBe Ha KOMI4Cr4ATa/ oTKp}.1 3aCe.qaH]4eTO.

Jla n'bpBoro cr4 3aceIaHI4e / KoMr4cr4.qra KoHCTa rrlpa I qe yrJa crHI4UI4re ,,MAPMYIT
I0llAI4TEll" EOOI; ,,ME.[EKC" OOI; ,,TO]I XOCilL{TAJI C'bPBtlC" AI u,,IIPO OOPMAI]t{t"
lrioo.q cJJe,qlla .qa flpe.qcraBET .qorrbJrHr4TeJrHTl IoKyMer{Tl4 / nogpo6Ho onvrcaHv B

llpororcc>r Ns 1 or 26.06.2020 T. | rcorZro Oeue tz3rlpareH Ha BCnuKLt yqacrH]41u4 r.4

ny6JII4KyBan e flpoQnrLa Ha KyryBarla Ha BtgroNrrer.q Ha 03.07 .2020 rr. Ha
ocHoBaHr4e r4 B cpoKa ro .r"n. 54 | arr.9 or llfl3oll , Hd yr{acrHr/uilTe 6eue Jla.ueHa
B'b3MoxHocr Aa npe.ucraB.qr Ha KoMr4cr4.q!ra HoB EEIOI u/wnvt gpylta .EoKyMeH',rr4 /
r(orro c'blI'bpxa1. npoMOHeH a u./ ustr.t !on,l,JrHeHa r,,rHQopvaLlrlF, .

Kovrzcus.ra pa3rJrex.r1a non'rrJIHr4TerILro npeICTaBeHr{Te or yqacrHr4qilTe .uoKyMeHTr4 /

no peJla Ira nocT,bnBaFre!ro r M npw B,r,3Jloxt4TeJlt{.

1 . C rrzclao ex.Ng 294 orn 06.07 .2020 r. I rro.ua.ueHo B [pe.uB]4EeHvrtJ olf 3aKoHa
cpoK/ yqacrHr4K'br. /,nPO aDAPD4AIII4TI" EOO,[ [pe,UCTaB.q HoBa Aerc"rlapaqfi.q o6p. 4 / c:

r(oeT,o o,IC'IpaH.qBa Hec'boTBecTBI4eTo / KolIC,IaTI,4paHo oT KoMwcufl.Ta Ha lt'bpBoTo i4

3acelaHr4e . flpr u=n'rpueHaTa |IpoBepKa I Ko}/ jwcr.{rrTa ycTaHoB]4: |lpe.qcTaBeHyr.q.r oT'
yqacTr{IlKa IoKyMeIl.I e I43rroTlleH B c,boTBeTCTBr4e c v3r[cKBaHtl.qTa Ha_

lJr,groNrrerr.q. fTpegcr;reeH14Te .qoKyMeH'-rr4 3er yqacrre B rtpot1elypara ca oOopMeHLl
IIaAJTeXFIO I IeKIIapI4parlll Ca r{OpeKTHO Jlr4nCaTa Ha OCFIOBaHJ4.q 3a OTCTpaH.qBaHe V.l

cl'L,oTBe'L'c'rBr4e c Kpr4Tepr4r4Te 3a nol6op. npeICTaBeHaT'a mHQoplraqzx e f|btlHa r4

yqac,rHr4K'br orlr,oBapr Ha KpurepwrtTe 3a nog6op r4 IA3TACKBaHvTHTa 3a JIITTIHC)

c'bcro-qHt{e,, ttocraBeHil or BggJIox%TerI,q.



Kor"sacusra ,qonycKa oSeprara rra ,,[PO €APItAIII4E" EOOI Ao cJregBaug,rrr etran olr'
npor{eAypatca Ba JIn Nr 2.25.

2. C nrcvo ex.M 296 orn O7 .07 .2020 r. | [o.qa.qeHo B fipelBrz.ueHr4r] or 3aKoHa
cpoK/ yrracrrHr4K,b.r ,,TOn XOCntfTAJI CBPBI4C,, A'4 npe.qcraB.q HoB eEE.UOII .

IIptt I43B'sp[IeHarra rtpoBepKa / KoM]lcrtflTa ycraHoBI,i : HoBorlpe.ECTaBeHl,{r{T ot
yr{acrHl4Ka eEEf[Oil e ]43forBeH B c'borBercrBlle c rA3rACKBaHrAs,Ta Ha B.13,[oxmrer,q,
IeKJIapI4paHI4 Ca Ha,uJIexHo Jrr4[caTa Ha ocHoBaH]4 rr 3a oTCTpaH.qBaHe u;

c'boTBe'rcrBr.{e c Kpr4Tepr4r4r,e 3a no.uoop. IlpeacraBeHara ruQopvauz a e [.bJlHa r4;.

yqacrFllzKr-lr orloBap.q Ha Kpr4Tepr4r4Te 3a no.u6op v rA3vACKBaHtArrra 3a rltuHo
c'bc,rorHLre/ ttocraBeHr or B.ssrox]4Ter.q.
Kor{vtc qna Aonycrca ortreprvre Ha ,/TO[I XOCnUTAJI CT.PP,mCtt A,4 Ro cJreIBarrry,trr etran
or npoqeffypatra sa JIII NsNr 1.2; L.3; 1.6.

3. C nucvo Bx.Ne 291 or O7 .07 .2020 r. I nola.qeHo B npe.qBr4Ee:i-t7fl. or 3aKoHa
cpoK/ yqacrHI4K'br //ME,UEKC// OOI trpe1tcTaB.q ]toB eEEIO|I n [erc"napaqvx oOp.4 ol
,LlOKyMe rlTatl]4.qra no npouelypa'ta .

flnrz T/q Rqrrrrro H: ,"'-- -l-,-v'.q Ia npOBepKa / KOMVICIAfl'Ia yCTaHOBI4 : HOBOIIpe.UCTaBeHI,{ttT OT'
\/u a 'mur^v: oF F- nQfl e I43r. orBeH B c'borBercTBI4e c I43I4cKBaHI4,qra Ha B.l:loNrrel.q .

- ,, - - --- n^-"*-n:lrTlq n6n a aaL tIOlJd.'-L'd AeKJldr*s-.,, OTCTpaH.qBa HeC'bOTBeCTBI4eTO / KOHCTaTXpaHO OT'
K.aMrACrAnra Ha ntrpBoro u 3ace.qaHue. Kotql", Lcmnra c\fwra, H€ 3a yrtacrHrlKa
,,MeAercc" OO,4 ca .EeI<JIapr4paHlz Ha.qJrexHo JrHrcara Ha ocHoBaHr4.q 3a orcrpaH.qBaHe
14 c'borRerc'r'BIle c KpzlrepT4r4Te 3a no.u6op. flpeacraBeFrara uHQopva4rAfl e n.TrJrHa z
yqac'.rHrK'b!r orroBap.c Ha KpilTeptzr4Te 3a nog6op w rA3rAcKBaHtrfl.Ta 3a rrrzqHo
c'bcrarlHrte | rloctaBeH:,t ar B.sg.lroNrreJru.
Kovraczsra AonycKa o@epnr,rre rra //MEI.EKC" oo,[ Eo cJre,qBauprrr etran otr'
npo4eA)rparca ba JIn NtNs 1.4,' 1.6; 2.4; 2.L5.; 2.26; 2.27; 2.29; 2.30.

4. C nrcl'lo ex.Ns 298 or O7.07.2O2O r"/ no.ua.qeHo B rtpe.qB]4EeHrAF or 3aKoHa
cpoK, yqa crHt4 K't r ,,I"IA,PMD{T ICHAJZTE.{" EOO,[ [peACTaB.q HoBa IcKrapaur,r,q o6p . 4 vr

Hoe Onuc l{a .qoKyMeHlrtzre / c.b.qr:,pxaum ce e oQeprara.
lJptr u:ll3'T,puleFIara rrpoBepKa / KoMr4ct4rrra ycraHoB]4: HoBorrpercraBeHarra or,
yqacrHI4Ka .tlerclapa4rz.a o6p . 4 e r43rorBeHa B c.borBe'rc,rBr4e c r43I4cr(B aHrAA.ra Fta

B't:.ttoNrteJt.q. Onucsr Ha [pe.qcraBeH]4Te .qoKyMeHTr4 c.borBecrBa Ha c.b.q.bpxalHr4ero
Ha onaKoB Kara Ha ylracrHr4Ka . Kor,tucvtxta cuura, He yqacrHr4K.br e .ueKJTapr{paJr
HaIUlexHo JlI4llcaTa Ha ocHoBaHI4.q 3a oTCTparH.qBaHe rA c.boTBeTCTBr4e c Kpr4rIept4r4r'e
na nan6nn flnanamrEAUrma rruAnnna:rrrrarrvgvvy . '.I,e.qcTaBeHaTa l4Htpvyr"rar+ra <= rr oJIHd I4 yr{aCTHI4K'bT OTfrOBap.q Ha
l(pT4T'epl,l]4Te 3a no.q6()p rA rA3r/ IcKBaHvrnra 3a JlI4rfHo c,bcToflHvre | |locTaBeHr4 oT'
LJ't:.roNrreJr.q .

Kor"g,rcrzqra AonycKa orlreprara rra //MAPMI4T IOHMTE,4" EOO,4 ,qo Eo crreEBauprrr etran
or npoqeAt4)arra sa JUI NsNe 2.28 u 2.31 .

KoMzcm.qra [p]rcr%rl4 K'bM pa3fJrex.uaHe Ha rexHr4qecKtzre npe.uroxeHr4,q 3a
I43rIbIIFIeHIre Ha [Op%qKaTa Ha yr{aC'rHI4uI4Te / ,qo[ycHaT]4 .tro yqacTr{e E

IlpoueIIypaTa.
Pa3r'lex.ua ce cborBeifcrBuero wM c tloclarreHl4Te II3IACKBaHIAA Ha B.r=,noNrrel.q 3a.
I43ll'bnFleHre ua [op'bqKara/ rto pela Ha nocr.bflBaHero ua oSeprIATe IAla.

1. /,MAPMI4T IOHMTEI" EOO,U - oQep'r'a nx
Vqacrnrzrblt ltpe.qJIarra .qocraBKa Ha ]

Ne 01/16.06.2020 T'. , 12:34 qaca

nn
HNs ATC NN

rleKapcrBeHa
OopMa

Konq!ecrBo Ha

ATtrBHOTO

neKapcTBeHo
Beu{ecTBo (MFpKa)

flporHo3H

KONU9ECTB

a

TbpToBcKo HatrMeHoBaHHe
6poi B

npeanaraHa
onaKoEXa

Tlp[Texaren Ha
pa3peueHtrero 3a

CpoK Ha

roAHocT ol
nPY-B
TOAVHV

10

228 VOSABO5 lopromide solution for
iniecV infus

769mg/ml -
'lOOml 500 Ynrpaercr 10

Sariep Al-,
l-eplaaxun

3

loatr'tHVl

231 VOSCAO9 Gadobutrol Solution for
iniection

l mmol/ml -

7,5m1
300 l-a4oarcr 1 ,0

Saiep AF,
l-epu a n nn IOAIAHA



V.racrutarcb.l flpellJraf a cpoKoBe 3a ]l3rr.bJrHeHre Ha [op.bqKara:
' npr4 neprloguuHrr Jloc'raBKl4 - .uo 3 (r:pz ) pa6olurz EHr4 or no.qaBaHe Ha

l':l 3atIBKa'Ia,
- npr4 BT,3llI4KHara Heo6xo.ql4MoCT u3BbH cpoKa Ha nepr4o.qr4qHilTe .qocraBKr4 2 (p,na)
n:6nmrtrr frrJr^

TTh^h-^--lll,EAJlola :oxrnT4T€ Ia Ce [o.qaBaT Ha $arcc 02/862 31 16 IALIA Ha e-mai1:
qqrmrt un j-tedcabv .ry ; of f iceGmarmitlnited. com.
Tlna n nnvoui/ qmt 3a l43n'brlHeHl4e Ha nop'bql{ara ca oKoMnJIeKToBaHI4 c u3lACKyeMI4Te
oT Br,3JroxrTeJl.q .uoKyMeHTr4 .

KoMttcl,'t.q'ra cqt4Ta, He oQeprt4Te Ha yr{acrHI4Ka orrloBap.qr Ha w3vrcKBaHIAtrra Ha
B'u:loxmren.q IA ilOilyCIC cT ,ulr4Te .qo oueHrrBaHe 14 KJracr4paHe 3a JIll Ne 2 .28 yr

Ns2.31.

2. AJITA AAPMACnTI4KEJIC/' EOOI - oQepra ex.Ns 02 /24.06.2020r., 0g:40 .r.
V.racturrcb.r npeIJIarla .qocraBKa Ha :

yqac'rHr,rK,rr,I npelIlarra cpoKoBe 3a I43tr.L,JIHeHIle Ha nop.bqKaTa:
-'npr4 repr4o.[]lqFrr4.qoclraBKr4 - 10 pa6orHtA LHrA oT [O.qaBaHe Ha B3a,qBKaTa/
- npr4 B'b3Ill4KHaJIa HeoOxo,UI4MocT r43B'bH CpoKa Ha neprLoAtLsHVre .qocTaBKr4 - 5
pa6oTHl,1 IHtl OT nOIaBaHe Ha B3arrBKaTa.
lrI,EAJldr a :on oKI4Te .Ua Ce [oJIaBaT Ha Qarcc 02 / 953 26 22 tTJryr e-mai] ;

zopGaltaph. eu
Kovtlllcwnra cql4Ta, He oQeprrzre Ha yrlacrHIzKa ort.oBap.qr Ha rt3rACKBaHtAfl.ra Ha
l{n nnnvrzmaro ,^ \OIIYCKA cbtt1l4Te .qo oueH.qBerHe I,1 KJIact4paHe 3a In NlNe I.2; I .3 v.ly\ 

|

1.6.

3. //ME,qEKc\\ OoE, oQepra BX.Ne 03/24.06.2020 r./ 09:45 r{aca - V.racruvKi-T
flpe.urara JIocTaBKa H;r :

3 . 1 . JIfl or Oll Ne 1, KaKro cJreIBa:

nn
HNe

AIC NN lleKapcrBeHa OopMa MqpKa

fl porH03H
o

KOnUCeCTE

o

flpurexaren Ha
pa3peueHhero 3a

ynorpe6a

roAHocT
or[lPY-B

IOAVHV
2 I t0

1A LO1 XC31 Avelumab napeHTepar Ha

QOp[44
mg 25 000

Bavencio, Concentrate for
solution for infusion, 20
mg/ml - 10 ml, -, Pacr: 1 vial

Merck Europe
8,V.,
HnAepnaxAnn

to LO1 DBOl
Doxorubicin
hydroch loride

powoer,
dispersion and

concentr for disp
for infusion

mg

Myocet, Powder, dispersion
and solvent for concentrate
for dispersion for infusion,
50, mq, Paclrc.2

Teva 8,V,,
H14epnan4nn

l3

Vqacruzx'b:r rpe.uJ]ala cpoKoBe 3a u3n't JtHeHr4e Ha nop.br{Kara 3a JIll or Oil Ns 1 :

- npl4 neprla!i4u:tr-r1 I(ocraBKI4 - .qo 1O (Aecer) pa6ornr EHvr oT fro.qaBaHe Her

3aqBKaTa /

- npr4 B'b3Ht'lKHaJIa neo6xo.qzMocrr rr3B'L,H cpoKa Ha nepr4o,qJ4rrHr4Te .qocTaBKr4 - .qc)

5(ner) pa6orHr gur.

In
HN9

AtsaroMo
TepanetsTfr!e
il KoA /ATC/

lvlex(qyHapoAHo
HENATEHTHO

HA/MEHOBAHUC

/INN/

IleKapcrBeHa OopMa lvlFpKa
nporHo3Ho

KOnfrqecTEo
TbproEcKo

HAtrMEHOBAHilC

npilTexaren Ha pa3peueHtreTo 3a
ynorpe6a

CpoK Ha

roAHocT
or nPY B

rOAilHtr

5 6 0

12 LO1 XE25 Trametinib nepopanHa cpopMa mg 7 200 Mekinist
Novartis Europharm Limited,

AonaiAun 2

13 L01XE42 Ribociclib nepopanHa cpopMa mg 2 B:35 000 Kisqali
Novartis Europharm Limited,

klona naur 3

to LO1 DBOl
Doxorubicin
hyd roch loride

powder, dispersion
and concentr for
disp for infusion

mg 3 750 Myocet TevaBV,Hr4epnan4rn 15



3.2. JIll or Oll Ns 2, KaKro cJre.qBa:

nn
l"l Ne

ATC NN
IleKapcrBeHa

PopMa

KonrsecrBo Ha

ATilBHOTO

neKapcTBeHo
aeqecTBo (MffpKa)

flporHc'3H
A

KOflqCeCTB

a

Epoi B

npeAnala
fla

onaKoBKa

npnrexaTen Ha
pa3peueHfreTo 3a

ynorpeOa

CpoK Ha

foaHocT o1

nPY B

TOAhHV

4 5 6

24 AO3FAOl
Metocloprami
de

solution for
injection

1Omg 3 000
Degan, Solution for
injection, 10 mg/2 ml,
-, Pacx:25

25
6ecra Me4
EOOA
Srnrapnn

5

215 JOl DDO2 Ceftazidime
powder for
solution for

injection
1 000m9 40

CEFTAZIDIME PAN
PHARMA, Powder
for solution for injec
tion,1000mq. Pacx:10

10
Panpharma
Laboratories,
Opanqnn

3

226 VOSABO4 lopamidol solution for
injection

370m9/ml
50ml

400

SCANLUX 370,
Solution for injection,
370 mg l/ml- 50 ml,
mg, Pacr:10

10

Sanochemia
Pharmazeutik
a AG,
Aacrpun

J

227 VO8ABO4 lopamidol solution for
injection

370m9/ml
100m1

800

SCANLUX 370, Solu
tion for injection,370
mg l/ml- 100 ml, mg,
Pacr:10

10

Sanochemia
Pharmazeutik
a AG,
Aacrpnn

3

229 VO8AB1 O romeprol solution for
in jection

350m9/ml-
100m1

200

IOMERON, Solution
for injection, 350 mg/
ml- 100 ml, mg,
Pacr:1

1

Bracco
lmaging
s.p.A.,
Vltanv,a

5

2.30 VO8AB1 O tomeprol solution for
injection

350m9/ml -

50ml
400

IOMERON Solution
for injection, 350 mg/
ml-50m1, mg, Pacr: 1

1

Bracco
lmagrng
s.p.A.,
Atanun

5

llpeIllala 3agBKl4rrre Ia ce roJtaBar Qarcc 02 405 18 99 rArlA Ha e-mail:
officeGmedex. bg
Kot"rwcvtgya cqr4,ra, He oOeprr,,lTe Ha yrlac'tHr4Ka ,,MEIEI{C" OOI orfoBap.qr Ha
wSvrcKBaHILrrra Ha B'rgroNrrer.q r4 EOIIYCKA c.brrlr4Te .qo oUeH.cBaHe 14 KrracupaHe 3a
In N! 1.4 u Ng 1.6.

yqacTHr4KbT npelrarra cpoKoBe 3a r3nT:,JIHeHr4e Ha nop.bqKaTa:
- [p7r nepr4ol'r[-jfir .uocTaBK]4 - .[o 1O (aecer ) pa6orHra LHvr or fro.EaBaHe Ha
3a_qBKaTa /
- npvl BT)3HuKllaJla Heo6xo.qt4MocT I,.13B'bll cpoKa Ha |lep]4o.[r4r]Hr4Te .uocTaBKr4 - AC)

3 (t'pr ) pa6orum gun .

Ilpeg;tara 3a,qBKr4Te lla ce noAaBar no Qarc Ns 02. 4 0 5 18 99 rAJrrA Ha e-mai f :

offrceGmedex. bg

Koy,tucv.s.ra ycraHoBr4 :

llno n nnxp HTl sm:--,:,----.-, Ha yr{acrHr4Ka 3a Jlll NeNe 2.4; 2.I5; 2.26 tA 2.2'1 , ca
OKOMilJICKTOBAHI4 C ]]C]4I]K]4 U3IACKVEMIA J]OKYMCHT]4 I4 OTIIOBAP,qT HA I]C]4qKZt
I431,4CKBa:f].I4fl. Ha Br-3J]ONmreJIa, 3a OQOpUnHe v npe.qCTaB.qHe Ha rPeXHr4qecKr4T€)
npeIIJroxeHl4rr Ha yqa cTHr4ur4Te .

3a oQepnpaurzre JlTl Ns 2.29 tA Ne 2.30 yqact 'rHr4K'brf He e npe.qcraBrJr 143r4cKyeMmr'€)
o'r B'r:.ltoNzrer.q ,[ercrapautzz- cno6ogeu reKCT or rrpo]43Bo,qurerrst /IIPV v,nrt or
Hei.'oB oQrqv aleH npeJICTaBr4TeJr 3a PE.
R nn rrullo H rt: I ITl qr-..-.,--q-,,.ra no Dpoqe.uypara - B Pag.Ee"r 4, r.5.6.1, e Brr4caHo cJre.uHorc)
143l,,lCKBaHe': ,,3a OII N!2 - YuacrHr,rr, oQeprpaq JIII o,r Ne2.25 go Nt2.31 BKrrroqv rerrHo/ El

cJlyqav r4e He e npoI43Bo.4uITeJr/ cJIe.qBa !a npe.qcTaBr4 K'bM TexHr4qecKoTo cv npe.trJloxeHH€)
n nEIUIAPA[hfr-cao5ogea nekcr or npol43Bo.qrzTer.q vrJtu or IIPV unw or HeroB oSrzqzanerr
nlreICTaBt,r'reJr 3a Br-nlapnn (unrcoe or Jrrruara no qn.26, an,L/an.2 or 3nIlXM) / Lr€)

Korvrqec'.lBara JreKapcrBeHrre npo.qyKTz/ r"1?,.,1cKyeMu no cne4u@ttrca4un, ue 6.t.4ar:
ocr/rypeur 3a cpoKa Ha Il3n'bJIHeHIze Ha nopturcara. ".

I-{a ocnonanre fope143JtoxeHoro I KIMTACTAr'Ta e,ur4Ho.uyrxHo PEIIITI:

- lOflVCIcA p,o orleHrrBage v KJracrdpage oQeprrre Ha yrracrHl4Ka ,,MegeKC" OOI 3€r

rn NeN! 2.4; 2.I5; 2.26 u 2.21 .



' llperlala, oQeprrzre Ha yqacrHr4Ka 3a JIII Ne 2.29 14 3a JIll Ns 2.30, EA BWAI,
OTCTPAHEHU or yrlacrl4e B npoue.uypara/ Ha ocHoBaHr4e.r.rr.1O7, T.5 or 3Oll .

MoT?1871 : Kottucus.ta crrl4Ta / qe raKa r4srorneHr4 / oKoMrrJIeKToBaHr4 r,i [pe.qcraBeH]4 /
npe.qJIOXeHIAfl'Ia lla yqaCTHI4Ka 3a nocor{eHl4tre JIII OII' OII Ne 2 ne otrFoBaprrtr Ha
Il3I4cKBaHl,4trra Ha B'b=t.noxl4TerIq / 3a ooopM.qHe w npe.qcraB.qHe Ha rexHl4rtecKr4Te
flpe.4floxeHI,{.q Ha yqac'r'HI4|l]4Te / T . e . He OTrOBap.qT Ha ycrroBrLl,Ta 3a [pe.ucTaB.qHe
Ha o$eprrre.

4. ,,QAPKOJI" A,U, oQepra ex.Nq 04/24.06.2020 r., 11:45 .raca
Vu:e,lptrzrqr, nnar.,r.-JJlafa .qocTaBKa Ha :

yqacTHI4K'bT. |IpeAJ]aIla 3a 143[.bIIHeHtle Ha nop.bqKaTa:
- nprt neprtolltuHrl .uocraBKz - 10 (.qecer) pa6ornra E:r-vr or rro.uaBaHe Ha
3a.qBKaTa /

- npl4 B'b3HI4KHaJIa HeOOxO.UI4MOCT I43B'brr cpoKa Ha nepllO.qyrqHr4!te .qOCTaBKr4
3 (rpu ) pa6oruz .qHz .

Irnann:n: ar qRKT,4Te IIa Ce nOItaBaT Qarrc 056/851 122 rAJrrt Ha e-mail:
farkolGfarkol . bg
llna n navo trt^^n^ 3a I43r'bJIHeHI4e Ha nop'TrqKara 3a Jln or Oll Ne 2 ca
oKoMrrJreKTOBaHu c vr3vrcKyeMr4Te or B.b3JIoxI4Ter.q IoKyMeHTr4.
Kowtacv,s,ra cuyrra, 9e oQeprv re Ha yqeicrHr4Ka ,,@APKOJI" A.q orroBap,qr Ha
IA3rACKBaHrAtrra Ha BT':,noNrrer,q 14 EOIIyCKA c'bxlr4Te .qo oUeH.qBaHe 14 KJracr4paHe 3a
JIfr NeNe 2.26; 2.21 ; 2.29 lA 2.30.

5. ,,POlil EbJITAP[4'I\\ EOOL oQepra BX.Ne 05/25.06.2020 r., O9:43 qaca
Y-{acrHI,{rc'b:r npe.qJ'Iafa .Eoc.raBKa Ha :

vqac,:f HI,rKb.r Ilpe.uJIata cpoKoBe 3a 143[,L,IHeH]4e Ha nop'br{KaTa:
-- npv'repr4o.4}{qHJ4 .EocraBK]l .uo 10 pa6orHvr EH,A o1. |lo.uaBaHe Ha 3a.qBKaTa/
- nprl B'b3HI4KHaJIa HeO6xO.qr4MOCT r43B'bH CpOKa Ha [eprO.U]4rrHJ4Te .qOCTaBKr4 IIO 5,

pa6oTHl4 .UI{I4 oT rro.EaBaHe Ha 3a.qBKaTa.
[1pe.urar-a 3a.qBK]4Te Jta ce no.uaBar ro Qarcc 02/859 11 99 rAlrr4 Ha e-maif :

Bul gar:ia. or:dersGi:oche. com

Jtn
fl Ne

AtC NN
fleKapcrBeHa

QopMa

KOnhcecTBo Ha

ATilBHOTO

nexapcTaeho
BeulecTBo (MfpKa)

flporHo3H

KOflUCeCTB

a

I'bproEcKo HatrMeHoBaHue

6pori e

npeAnara
HA

onaKoBKa

[lprrexaren na
pa3peueHheTo 3a

ynorpeOa

CpoK Ha

foAHocT ol
flPV - e

TOAVHV

4 0

226 VOSAB04 lopamidoi solution for
injection

370m9/ml
50ml 400

IOPAMIRO
Solution for injection
370 mg l/ml- 50ml

1

Bracco
lmaging
s.p.A ,

Vltanna

5

227 VOSAB04 lopamidol solution for
injection

370m9/ml
1OOml

800
IOPAMIRO

Solution for injection
370 mg l/ml-'l00ml

1

Bracco
lmaging
sp.A,
Vltanna

5

229 VO8AB1 O romeprol solution for
injection

350m9/ml-
1OOml

200
IOMERON

Solution for injection
350 mg/ ml- 100 ml

1

Bracco
lmaging
s,p,A,
lAranun

5

230 VOBABl O romeprol solutlon for
injection

350m9/ml-
50ml 400

IOMERON
Soiution for injection
350 mg/ ml- 50 ml

1

Bracco
lmaging
s p,A.,
lAtannn

5

Jlfl HNe
AHaroMo-

TepaneBThceH KoA

IAICI

I\4eXAyHapoAho
HENATEH]HO

HAfrMCHOBAHqC

/INN/

r]eKapcrBeHa

QopMa
l\4spKa

nporHo3Ho
KONULIECTB

o
IbproEcKo HahMeHoBaHIe

flptrTexaren Ha pa3peueHtrero
3a ynorpe6a

roaHocT oT

flPY e

IOAVHi

8 I 0

11 LO1 XE38 Cobimetinib
nepopanHa

OopMa
mg 56 700

Cotellic, Film coated
tablet, 20 mg x 63

Roche Registration
GmbH, Fepuanrn 4 lo[tAlvl



Kot'uacutlTa cqI4Ta / rre oQeprara Ha yqac'rHr4Ka orrroBap.q Ha r43I4cKBaHVfl.Ta Fra
B'rgroNureJru tA to lofiYClca .uo oueH.qBane l4 KJracl4paHe sa Jlfl Ne 1.1.

6. ,/6boHmKC OApl'IAl\ EOOI, oQepra BX. Ne 06/25.06.202A r. I r0:20 qaca
!qp611 p1 14p11-qr rnar,-ts-JJtaIa .uocTaBKa Ha :

6 . 1- . JIll ol Oll Ns 1, KaKro cre.qBa:

yrlacrFtI4K'L,T [pe.qrlarra cpoKoBe 3a ]43n'bJrHeHr4e Ha nop,bqKara 3a JIll or Ofl Ns 1 :

- nptz fiepr4oIr,rqHr4 .qoctraBKr4 .qo 10 pa6orHvt nHrt or no.uaBaHe Ha 3a.qBKara/
- rrprt B'b3r{zKHaJla HeoOxo.qr4Mocr r43B.bH cpoKa Ha [ep]4o.Ur4qHr4Te .[ocraBK]4 - .Eo 5
paOorur gHu.
Tl^^r.--.--rI-e/r-rcrr.'d -Jd.!BKlzre nar ce nolaBar Ha e-mail: e.todorovaQphoeni
'Kol'ltll'cnntaCg],1TarHeoQeprrz.reHayqaC'IH]4T(a-oap,q1'
Ha I43I4CKBaHvra.Ta Ha B'r=roNmre"[,q u EOIIYCICA c.brl]4Te .qo oUeH.qBaHe r4 Kracj4paHe
:a JIn NeNe l_.2; 1.3; ).4 u I.6.

6.2. JIII or Ofl N! 2, KaKTo cre.uBa:

flll
HN9

AHaroMo-
repaneBThce
H KoA /ATC/

IMel(AyHapoAHo
HENATEHTHO

HATMEHOBAHfrE

/INN/

Ilexapcreexa Qopva lvlepKa
nporHo3Ho

KOnU!eCTBO

TbproBcKo
HAtrMEHOBAHtrE

nphTexaren H'a pa3peueHhero 3a
ynorpe6a

roAHocT
or [lPY B

roahHI
8 I

12 LO1 XE25 Trametinib nepopanHa cpopMa mg 7 200 Mekinist
Novartis Europharm Limited,
honanann

13 LO 1 XE42 Ribociclib nepoparha OopMa mg 2 835 000 Kisqali Novartis Europharm Llmited,
Vlonantna 3

14 LO1 XC31 Avelumab napeHrepanHa
doova mg ;25 000 Bavencio Merck Europe 8,V.,

HnaepnaranR

to LO1 DBOl Doxorubicin
hyd rochloride

powder, dispersion
and concentr for
disp for infusion

mg 3 750 Myocet Teva 8.V., Hu4epran4nn 15

Jtn
ll Ne

ATC NN
IleKapcrBeHa

OopMa

Konr!ecrBo Fra

ATfrAHOTO

rexapcTBeBo
aeqecreo (vnpxa)

flporuo:n

KOnX9eCTB

a

TbproBcKo Haff MeHosaHte

6poi B

npeanara
HA

onaKosKa

nphrexarer Ha
pa3peueHheTo 3a

foAHocT oT

nPY-B
TOAVHV

2 3 10

24 AO3FAOl
Metocloprami solution for

injection 1Omg 3 000

Degan,
Solution for injection,

10 mgl2 ml, mg,
Pacx:25

25

Lek
Pharmaceutic
als d.d,,
CnoeeHIn

5

)q AO64D65 Macrogol,
combinaiions

powd for
susp

649 3 000

Fortrans,
Powder for

oral solution,
64, q, PacK:4

A

I psen
Pharma,
Opanqnn

3

28 A1 64,402 Ademetionine
powd tn1 +g

olv
500m9 1 500

Transmetil,
Powder and solvent

for solution for
injection, 500, mg,

Pacx: 5

5

Marinan
EOOA
6urrapur

3

29 BO1 ABO5
Enoxaparin
sodrum

sol. inj ,

pre-filled
syr

4000
lU/0,4m1

500

Clexane,
Solution for

injection,100 mg/ml-
0.4 ml (4000 lU) -,

6 pre-filled svrinqes

6

CanoQm
6rnrapl,tr
EOOA,
6unrapnr

3

211 CO1 BDOl Amiodarone
solutio for

intravenous
infusion

50mg/ml-3ml 400

Cordarone,
Solution for injection,

150 mg/3 ml,mg,
Pacr:6

o

Carogn
Sulrapun
EOO[,
Sunrapun

2

212 c01 DA02 Glyceryl
trinltrate

solution for
infusion

1mg/ml -

50ml
150

Nitronal aqueous
Solution for infusion

1 mg/ml- 50 ml, -

Pacr:1

1

G POnt-
Boskamp
GmbH & Co
KG,
l-epN4aHnq

2

214 JO1DDO,1 Cefotaxime
powder for

solut for
inj/infusion

1g 40

Cefotaxim-MlP,
Powder for solution

for injection/infusion,
1, o. Pacx: '1 0

10
MIP Pharma
GmbH,
fepuannR



215 JO1 DDO2 Ceftazidime
powder for
solution for

injection
1000m9 40

Ceftazidime-MlP
Powder for solut for

injection,1000 mg,
Pacr:1 0

10
MIP Pharma
GmbH,
l-epuannn

25

216 JO1 MAO2 Ciprofloxacin tabl film -
coated 50Omg 1 500

Ciprofloxacin Actavis
Film coated tablet,
500, mq,Pacr: 10

10
Arraehc
EAA
Srnrapnn

3

Y.racrnlax'brr [pe.4JIaf a cpoKoBe 3a ]43rrbJlHeur4e Ha nop.bqKara:
- npv nepl,{o.qr4rlHyl AocTaBKr4 - .UO 10 (AeCer ) pa6orHr,r LHvr or rro.qaBaHe Ha
3a.qBKara /

- I1.pr7 Bb3HI4KHaJIa Heo6xo.ql4MocT 1438'bH cpoKa Ha nepr4o.U71rlHrrre .qocraBKI4 - .qo
3 (lprz ) pa6ornr gHr .

rTn^ n n - - -I pL']-r.d . d 3dcrBKt/TTe !'a ce no.qaBar Ha e-maif : e , tododrovaGphoenixpharma, bg
'Kov'tzCnrtraCqIATa,HeoQeprmreHayqaCTH],{Ku-o"'
Ha z3r4cKBaHVATa Ha B.b3roxr4Ter.q rA IOflYCK;A c.L,il{l4Te .qo oueHsBaHe m KJracr4paHe
:a Jltr NeNs 2.4,. 2.5; 2..8; 2.9; 2.II; 2.12; 2.14; 2.15 w 2.16.

'l . ,,TO[ XOCnmTAJI CBPBI4C* ArI/ BX.Ne 01 /25.06.2020 r./ .Eero3r{paHa B 11:49 .r.
Y.lac'rH1,,1rc'br npe.qJrala IocraBKa Ha :

Vrrac,lul,tt<'br rlpeJ]JIarra cpoKoBe 3a u3n.bJIHeIlI4e Ha rop'bqKaTa:
- lrp!1 flep],{o.trxqFrr4 IoclraBKr{ 5 .qHu or noAaBaHe Ha 83a.qBKara/
-- npIA B'b3HI4KHara Heo6xogrMocr l43BbH cpoKa Ha nepwolu\rHr/rre .qocrraBKt4 3 Euu
oT [o.qaBaHe Ha B3a.qBKaTa.
frnn-----lllreAJtd|d 3dHBKr.lTe .Ua ce rlO.UaBaT Ha e-mail: orderGth:sgx]._qe-bg. com
Koirarcrgra cqr4T'a, He oQeprmre Ha yrlacrHI4Ka orrroBap.rlr Ha u3ucKBaHlrtrra Ha
D,r 

- 
rr^\rr'r,ftrl)DrJ U,Kr,,l -LcJrlr n ,QOIIYCKA C'tulyr Te IO oUeHflBarHe r4 KJIaCr4paHe 3a JIn NeNe I.2; 1.3 yl

1.6.

8. ,/COOAPIIA TPEI4IDfHII" AF,, oQepra ex.Nq 0B/25.06.2020 r.t 11:51 .raca
YqacrHtttx'br fipe.qJlarra .qocraBKa Ha :

I . 1 . JIll or Oll Ns 1, KaKro cJre.qBa:

Vrrac'ruuKbT npelJrara cpoKoBe 3a z3n%JrHeHr,{e Ha nop,brrKara 3a JIll ot' Oll Ne 1 :

- I7pr4 ttepylo.ut4rtIlvl lJocraBKt4 10 pa6orHIA IJHvr ot rlolaBaHe Ha 3asBKala/

Itn
1N9

AtsaroMo-
fepaneBTh9e
H (oA /ATC/

MexAyHapoAHo
HenaTeHTHO

Ha/MOHOBaLtte
/INN/

neKapcrtseBa OopMa l\.4 q pKa
npoflto3Ho

KOf4!eCTBO
TbproBcKo

HATMEHOBAHIE
npxrexarer Ha pa3peueH[ero 3a

ynorpe6a

CpoK Ha

roAHo(:T
or nPY D

IOANNV

6 7

12 LO1 XE25 Trametinib nepopanHa cpopMa mg 7 200 Mekinist Novartis Europharm Ltd 2

13 L01XE42 Ribociclib nepopanHa cpopMa mg 2 8:i5 000 Kisqali Novartis Europharm Ltd t

to LO1 DBOl
Doxorubicin
hyd roch loride

powder, dispersion
and concentr for
disp for infusion

mg 3 750 Myocet Teva B.V., Hn4epnan4rr

nf
HN

AHaroMo-
repaneBThce
H KoA /A-TC/

It4ex(AyHapoAHo
HCNATEHTHO

BAfrMEHOBAHUE

i INN/

IlexapcrBeHa OopMa lvlFpKa
nporH03Ho

{otrtrlecTBo
TbproBcKo

HAfrMEHOBAHfrE

npurexaren Ha pagpeueHrero sa
ynorpe6a

CpoK Ha

TOAHOCT

or nPY B

TOAVHV

12 LO1 XE25 l-rametin ib nepoparna $opna mg 7 200 MEKI/]HI/CT
Novartis Europharm Limited,
V,Onanann

2

13 LO1 XE42 Ribociclib nepopa.nHa QopMa mg 2 835 000 KI4CKAIITl
Novartis Europharm Limited,
lAonaunus 3

15 LO 1 XC2B Durvalumab napeHTepaflHa
dopura

mg 2,22 000 NMAVH3IA AstraZeneca AB, Uleeufis ?

16 101 DBo'1
Doxorubicin
hyd roch loride

powder, dispersion
and concentr for
disp for infusion

mg 3 750 MAr/OqET Teva B V., Hr,r4epnan4nr



-. D.9IL B'b:3HI4KHaJIa l-{eoOxo.U4Mocr 143B'bH cpoKa Ha nep]4o.q]4rlHlzTe .UocraBKyr 5
pa60TFlr4 .Errr.
llnnn--.--,lysAJrar a rdxbNl4Te Jla ce [o.uaBaT Ha Qarc 02/9t33785 rAJ|rA Ha e-mail:
lieLpdes khs G sopharmat rading . bg .

KotqvIcIAflra cr{I4Ta / r{e oQeprrre Ha ylracTHr,lKa ,,cooAPMA TPEUII4HI" A[ OTrrOBap.sT
Ha w.3uCKBaHIAtrTa Ha B'l:roNzre.[.q IA EOnYCKA CT:,rI]4Te .[o oqeH.qBaHe r KJIaCr4paHe
sa Jlfl NeNe l-.2,' 1.3; 7.5 v. I.6.

8.2. Jlll or On Ns 2, KaKTo cre.qBa:

In
fl N9

AIC NN fleKapcrBeha
QopMa

l(onkgecrBo Ha

ATilBHOTO

neKapcTBeBo

BeqecrBo (MFpKa)

flpornosr

KOnqcecTB
a

TbproBcKo HauMeHoBaHff e

6poi B

npeAnara
HA

onaKoB(a

flpilrexarefl Ha
pa3peueHfreTo 3a

ynorpe6a

CpoK Ha

roAHocT o1

nPY-B
IOLVHV

2 7 8

22 AO3BAOl Atropine solution for
injection

1mg 800
ATPONTH

CYflOVPt4K aun.
1vr/un x 10

10,00
Co$apn,,ra

AA
Surrapnn

3

23 AO3BBO 1

Butylscopola
mrne

solution for
injection 20mg 200

5ycKoItt43t4H
aMn.20Mr/1 Mn x 10

10,00
Co$apua

AA
6unraoLrc

5

24 AO3FAOl
Metocloprami
de

solution for
injection 1Omg 3 000

AnlueueruH hHX.p-p
5vr/un-2vnx10

'10,00
CoQapua

AA
Suraouq

25 AO6AD65 Macrogol,
combinations

powd for
susp 649 3 000

OOPTPAHC
naKerqe x 4 6p

4,00
rpsen

Pharma,
Opanunn

3

26 A1 OABOl
Insulin
Human

solution
iniection

300u 160
AKTPAT-I4A HM

PENF. Sn. 3 vn x 5
5,00

Novo Nordisk
A/S, ,Qannn

25

28 A1 64402 Ademetionine Powd.inJ,+s
olv

500m9 1 500
TPAHCMETt4fl Qn.
500rur + pa3rB. sMn

x5
5,00

Mafilan
EOO!,

6unrapun
3

29 BO 1 ABO5
Enoxapa rin
sodtum

sol inj.,
pre-filled

syr

4000
lU/0,4m1

500
KIIEKCAH hHx.p-p

Han.cnp.40M/0,4Mn
X6

600

CanoQur
Srnrapnn

EOOA
6unraohq

3

210 BO1AB12
Bemiparin
sodium

solution for
injection 3500 u 100

3t]60P avrn.3,500
lUl},2vn x2 2,00

Menarini
Internationa I

Operations
Luxembourg

S,A,
fl nrceu6vor

2

211 CO1 BDOl Amiodarone
solutio for

intravenous
inf usion

5Omg/ml-3ml 400
KOPIAPOH avn.

150vr/3un x 6
6,00

Cano$r,r
6rnrapnn

EOOA
6unraolrq

2

213 CO2ACOl Clonidine solution for
injection

0,1 smg 800
XIIOOA3OIIT'lH aran,
0,1Slr/un1unx10 10,00

Co$apraa
AA

SrntapuR
3

216 JO1 MAO2 Ciprofloxacin tabl, film
coale0 500m9 1 500

Llt/nPnHOn 16 500
vrx 10

10,00
KRKA, d.d ,

CnoeeHhR
5

217 J06BAO2

lmmunoglobu
line, normal
human for
intravascu lar
adm

solution for
infusion

SOmg/ml - 5
ml

80
I/MYHOBEHI/H

l/HTAKT avn. 250
ur/5 un x 10

10,00

6vfl 6t40.
Hq3n6
EOOA,

6urrapnn

2

220 NO5AAOl
Chlorpromazi
ne

solution
inlection

50mg/2ml 300
XTOPIIPOMA314H
avn. 25 Mf/Mn 2 Mn

x 10

10,00
CoQapua

AA,
6rnraprn

5

221 N06DAO4 Galantamine
solution for

injection
1Omg/ml

lml 1 500
Ht/BAflt/H awn.lok

'1 vn x 10
10,00

CoSapua
AA,

Surapns
5

222 RO3DAO5
Aminophyllin
e

solution for
injection

24mglml
10ml 300

COOAOT/II7lH aun,
240 rtrllj Mn x 50

50,00
CoSapva

AA
Sunraonn

3

223 RO5CB02 Bromhexine solution for
injection 2mglml - 2ml 1 000

SPOMXEKCtz1H aun
4 r,trl2 ttn x 10

'10,00
CoQapMa

AA
Surraonn

J

224 RO6ACO3
Chloropyrami
ne

solution for
injection

10 mg/ml -

2ml 4 500
AflEPI-O3AH aun.

20 vrl2 Mn x 10
10,00

Cogapura
AA

Surrapnn
5



Y'lacrHrx'br rlpellJraf .) cpoKoBe 3a L13n,bJrHeHr4e Ha fiop.bqKara 3a JIII oT
orhenrnar-.{A.ra On Ns 2:
-'rrprt repl,lo.El,jsFrr4 rf,oclraBKr,{ - 1_0 pa6orH:z [uvt or no.uaBaHe Ha 3a.qBKara/
- IIpIA B'b3Hl4KHarla Heo6xo.q]4Mocr I43B'bFr cpoKa Ha nep]4o.qr4qHr4Te .UocraBKr4 3
n:6omurz nLJrI

Ilpe.qlala 3a.qBKI4Te Jla ce ro.uaBar ro Qaxc Ns 02 8133785 rtlrvr Ha e-mail:
hol neloskhcf?qnnh= rm.t-v:/"li n^ 1'--I iL _LIJuu_J_^.r Ir sruyrIo LLIra (-I syrl]y : tr/g

Kowytews.ta yctranoBr4 :

- llnarlnaxrrHTzqr;,,.,,,-e Ha yrlacrHT4Ka 3a Jlll NsNe 2.2; 2.3; 2.4; 2.5; 2.6; 2.8; 2.9;
2.I0; 2.IL; 2.I3; 2.I1 ; 2.20; 2.2I; 2.22; 2.23 u 2.24 ca oKoMnrreKroBaHr4 c:

BCIA\I.KIA IL3IICKyeMIA ,[OKyMeHTTl U OTrrOBap.qT Ha BCVITKIA Vr3rACKBaHrAfl, Ha
Rq-annvtrmono aa oQopltxue r4 [pe.ECTaB.qHe Ha rexH]4rrecKl4T'e npe.qroxeHI4.q Ha
yqacTHr4ur4Te .

- Vqacr:rarc'r,lr e [peIJIoX]iJr .Ua t 3niJJr:E.lA .qocTaBKara Ha JIn Nr 2.\6 c JIll
lJt{llPr4HOJl , T6.5OOvl x 10 or IIPV - KRKA, d.d., Croeeu%.q.
TTnorrrravor:rza'r rl]l e SaJrl4rrert e |IIC-llpuroxeH]4a 2, T.e tre e tfBrtlbJrHeHcl
I43r cKBarlelco Ha B.b:loN]4rel,a, BnI4caHo e O6.qereHI4ero 3a |lop'bqKara B Pa3.UeJT
Tperr, T . I II .2 .2) -V clozv.n 3a m3r. ,JrHeHue Ha nop'bqKara r,{ e [oxyveHTau]4.qra
no rrpoUe.qypa I'a : ,,ilpegroNeHl/lr'e JIfl .qa Qn,.yprzpa.r e ll.ozvtrvnuws. JreKapc.rBeH
clrr,lc'bK - flpuloNeune 2, aKTyaJreH KT,M 11 .06.2020 r."

Ha ocnoeaHrae rropeyr3JroxeHoro, Kolurlcrlrrra e.qr4Ho.qytxHo PElllll:
- IonycruI ,uo oueFLcBaHe 14 Krracl4paHe oQeprzre Ha yqacrHr4Ka ,,CoQapna
I'perz.qzur" AI 3a Jlll NsNe 2.2; 2.3; 2.4; 2.5; 2.6; 2.8; 2.9; 2.IA; 2.II;
2.)3; 2.1'/; 2.2A; 2.21 ; 2.22; 2.23 tt 2.24.
- 

Ilnn ^A.lvcAJLa) aI uqepTdTd Ha yqaCTHI4Ka ,,CoC)apMa .rpelZgvur"' AII 3a In Ns 2.L6 M
BWE OTCTPAHEELA or yqacrr4e B [poue.qypara/ Ha ocHoBaH]4e r{Jr.I0l , T.2, 6."a"
or 3Ofl .

MOTI4BII : V.racrsrx.lr e npe.qcraBr4Jr oQepra / Ko.qro He orloBap,q Ha
npeABap14TerHo o6.qBeI-r14Te ycJIoBm tr 3a l43tI'r,JIHeHr4e Ha nop.bqKaTa . B.b=roNureLqr,
e I43WCKaJI npe.qJIOXeHI4erlo ua yqaCTHI4IITITe 3a l43rI'bIIHeHI4e Ha BCeKI4 e4rn Or JIll ,
,tla c'bAbpxa JIn, HaJlI4LreH e IlJlC, flpmloNeuze 2 , aKTyareH K'tM .qara 17 . 0 6 .2A2A
| . I a yqaCTHXKE,T e [pe.qJIox]4JI .Ea I43rI'bJIH.qBa .[ocTaBK]l c JIII/ 3aJrr4qeH n llJIC,
Ilpz"noNeuv e 2 npe: 201- 4 r.

9. //[PO Q.?\PI'IAII[4A\\ EOOI/ ooepra ex.Ng 0B/25.06.2020 r., 11:58 qaca
Vu: cmrrtrrqm nno T.,Y-JJlaIa .qocTaBKa Ha :

Vqac'runrbl, flpellJrara cpoKoBe 3a ]43n'brrHeHl4e Ha nop'bqKara :

- npIA tleptzo.tr]4rrHI4 ,qooraBKr4 - .qo 10 pa6orHtA EHIA or rro,uaBaHe Ha 3a.qBKara/
-' npl4 B'b3HI4KFIaJIa Heo6xo.ql4Mocr yr3B'L,H cpoKa Ha nep'.Io.ql4r{Hmre .UocraBKr4 .qo :i
pa6orr[4 .qH],r.
rlnann:rrr a^oRkr4T,e .tla ce no.EaBar I1o c]arcc Ns 02 9718007 wJru Ha e-maif :

propha rmacial23Ggmaif . com

KoMrzcr,r.crra vcraHoBr4 :

ln
fl Ne

Arc NN
tleKapcrBeHa

QopNla

KOIttrCeCTBO Ha

ATqBFIOTO

neKapcTBeHo
Beu{ecrBo (MrpKa)

TlporHo
3HV

KOnhrte
CTBA

-f uproecro nauvexoeanre

6poi B

npeAnafa
HA

onaKoBKa

Tlp/Texaren Ha
pa3peueHuero Ja ynorpeba

Cpo( Ha

foaBocT o I

nPY-B
IOAVHV

I 10

225 VOBABO2 lohexol
solution

for
injection

350m9 /ml-
100m1

200
Kopaq, Solution for

injection, 350 mg l/ml-
100 ml, mg l, Pacx: 1

Onxo
(DapMa L{eBTil Kanc
Surraprr EOO[,

Srnrapus

3



K+ll nno n nnva url,,.IeTo Ha yqaCTHI4Ka 3a I43n'bJIHeHZe Ha JIn Nt 2 .25 truEcBa
npe.qcraBeHa Il3I4cKyeMaTa oT B.bgroNilrer.q ,[exlapaUuz or nPy rLlrvr HeIoB
o0r4r-Ir4areH [pe.qcraBr4TeJ] 3a PE Ha 6nilTapcKu egnK.
V'racrHrxtr e [pe.qcraB],{JI 3aBepeHo or Herlo Ko[l,re Ha roKyMeHT Ha aHlJ]I4rZcKr4
aatnw R maar/ fil'--'' AOKyMeIIT e.EI4HCTBeHvIfl.T BTII4CaH TeKCT Ha 6UIapCnvI e3:/lK yl(a3Ba,
qe ,[oKyMeHT'bT e r43.4a.qeH 3a HacTo.srlaTa nopbrJKa.
B Pa3.qer 4 - VrcasaHr.4s. 3a r4srrorB.rrHe Ha oQeprara, T.f . or .UoKyMeHTarlrz.qra no
npoue.uypa'ra B'r3.noxrre"n.qt e B[]4caJT cJIe.qHoro u3wcKBaHe KbM npe.4craBrrHero Ha
nrhon.lrz.no' flarcttlrtog.ntzmc e nrhanm:m: n^ .au$/sPr vi rs. ,. , .4v^yrvrunrlrre D uyv.-+g+q Aq npe,qcTaB,qT KaTO OpUTVIHaJII4 WM

3aBepeHI4 oT yr{actrHtlKa Ko[]4.q (aKo He e nocor{eHo .upyJ'o tf3I4CKBaHe) , Ha
6't- |l F:naT(IA e?vK rA R nnaR-n rryr u rrvvuv4.

Ha ocHoeaHr4e rropel43JloxeHoro/ KoMr4crzsra e.qr4Ho.qyrxHo PEIIIII:
flno nn: r: a,tran'\!,-yTaTa Ha yr{acrHl4Ka 3a JIII Ne 2.25 EA EWE OTCTPAIIEIIA oT
yr{acrre B npoue.Eypara, Ha QCHoBaHrre qr.107, r.5 or 3oll .

MoTtIBtIi KoMucIAfl.Ta cql4Ta/ qe raKa r43rorBeHo/ oKoMrrJIeKToBaHo 14 npe,qcraBeHo/
nno fl frAxaHTrom^rrrrvAJrv/!\u11vre r v Ha yrlaCTHI4Ka 3a rgIIrbJII{eHr4e tta JItt M 2 ,25 He OtrrrrgBap;1 Ha
14314cKBaHttfl.Ta Ha B'n3loNzter.{, 3a ooopM,qHe u flpe,qcraBsHe Ha rexHr4qecKilTe
npe.qJroxeHr4fl Ha yqacTHvlr-lI4Te/ T.e. He OTIOBap.gT Ha yCJrOBTlsTa 3a npe,qcTaBffHe
Ha ooepTr4re,

r\OMTACTAfl.T a HaCpOrrBa cJre.qBatqoro cvr 3ace.qaHr4e - 3a orBap.sHe Ha ueHoBt4Te
[pe.uJloxeurls. Ha yr{acrHr4rlure 3a I1 .01 .2020 t. or 09: 00 qaca.

Warnr atr a ,

frn^ -^^rrIJ9A9EAq f EJl .

TT-^,,^-^,-fJIgEUDU.

,/Tl Cnoqunp: /

/IA Tonnnnp: /

/ ll lamn^E t //frirrL

M. KoeB /

/[.AVgxrAeea/

10
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TPOTOKOJ] NS 3

fJnec, 71 .01 .2020 rro,ur4Ha/ B O9: O0 rlaca/ n ,,KO[-Eypf ac// EOO,U/ Ha a.qpec
r]p.Eyprac' 6yl ."Cre(aH Cral'r6oJroe" N! f3, e Xrzpyprl4qeH Kopnyc Ha MEAJI-EyplaLc
A/1 , er..7/ cr.4t KoMrtcrAF, B c'bcraB:

llpercerarel: .flaprHa Cro.quoea - rJraBHa Me.q]4rlr4HcKa cecrpa/ ,,KOIl-Eyprac"EOon;
rlleuone:
1 . l'4pI/tHa Tonopoea - Mart4crtp-QapvarleBr.. / ynpaBl,{TeJI 6oluu.rua artreKa, ,,KOLI-.
l3yprac"EOO!;
2. .Ileaua flerpona - npaBocnoco6eu rcpylcr, no ua.20, alr.4t r'.3 or 3Oll;
3. MrHno I{oeB - rlJraBeH eKcnepr, [wperc::.'vrn "3c.4c" - o6u]zHa Eyprac no ut.20,
a:r.4, r.3 or 3Ofl;
/ n,--,-- t.-,-^."..-\. ),var'a ABIIXI4eBa - lJasaJIHI4K oT.UeJI , P3!A Byp|ac/ |]o qJt .20,an.4,T.3 or 3Of1 ,

B 143rl'bJlHeFtt,te Ha 3arloBeIt Ne I54 or 26 .06 .202A ro.qT,iHa Ha Ynpaerrela Ha "KOU-
Eyprac" EOO.U, ce ct6pa .qa |lpo.u.bJrx].{ cBo.sra pa6ora |Io orleH.qBaHe ]4 KJractpaHe
Ha .I-loflycHarlzTe oQeprTt 3a yrlacrTle B orKprlra npolle.Uypa 3a B.b3JrarraHe lla
n6ttrpc'lpou: nnnr,.-yl,rlKa, c npe.qMeT: ,rfloctaerca rta JreKapctrBerl% npoAyKtrr4 o6u4rt tt
.Ba Jrerrenyle rra onrcrf,Jrorrrrr;; Ba6o.neearu,re, pa5npegeJregrf B gBe O6oco6egur
rro3r,r4ytr,t". nporleaypaTa e perrr4cTpr,{paHa e AOil nol Ne A0232-2020-0003, rA e :

* oTKpr4Ta c PeueI]I4e Ns 15/19.A5.2020 r. / ny6,rrrcyeauo e POn c Ns 911 856 Ha
21 .05.2020 r. I

O6.qn,'Ieuve - n Poll Ns 911 868, nyOlzrcyBauo Ha 2I .05.2020 f . r4 e OB Ha EC Nq

2-A2 0 / S 099-239 9 63 sa 22 . 05 .2020 t .

llnA n.a rrr na n qm Ha KoMIACIAfl.Ta DpoBepI4 c'bcraBa Ha npylc'bcrBarr]4Te 14 orKpl4
3ace.qaFlr4e.r,o . Ha 3ac:e.uaHr4ero Ha KoMr4cr4.qra He npr4cE CTBar npeACTaBr/-TeJru !ra
yrlacTHr4uvTe r[JTyr npyr,r4 [paBo]4Maur4 rrrLu,a

A. Kovzcvrqrna orBapq / onoBecrrrBa yr nc,,qnhcBa Aonycuatrrrre tro or{entrBane ra

KJracl4palte I{eHoBui oileprra, Eo pela rra noc[trlrrBaHe tta npegJroxen?rgtra Ha
yt{actrFlr44r4r[e.

l-. ,,MAPMI41] pHAIZTEA" EOOI - oQepra ex. N, 01116.06 "2020 r., 12:30 .raca
Kotr,.mcr.qra e AonycHa.na rtpe.uJ]oxeHr4.qra Ha yLracrHr4Ka ,Io oueH.qBaHe 14 KJlacr4par-le
no cJre.qHl,ire HoMeHKrra rypu J111. 14 UeHoBr4Te rtpe.qJ]oxeHI4.q 3a r.qx ca:

2. AJITA OAPI,IACIITVIKF,IIC|' EOOI - oQepra nx.Ns 02 /24.06.2020r", 09:40 .r"
Kor'lrcm.qra e .UoltycHa,la rlpe.qJIoxeH]4.q.ra ua yrlacrHI4Ka ,qo oqeH-qBaHe t4 KJIacl4paIle
no cre.qHr4Te HoMeHKJleLrypl.r Jlll r UeHoBm're npe.qJloxeHr,a 3a r.qx ca:

fln
HNe

ATC NN
Jle(apcrBeHa

+opMa

Kor-Bo Ha

ATlBHO
teKapcTE B-Eo

(MspKa)

nporho3H

KOnyqecTE
a

Tt,proecxo
Hafr[4eHOEaHile

6poi I
npeAn
onaKoB

KA

flprrexaren Ha
pa3peueHileTo

3a ynorpe6a

CpoK Ha
rogn or nPY

- B roahHtr

Egnuuln
a LleHa B

noco9eHa
ra Map(a

c ILqc

LleHa 3a
onaKoBKa c

AAc

2 3 4 5 6 B 9 10 11 12

228 VOSABO5 lopromide solution for
iniecV infus

769m9/ml
100m1

500 ynTpaBucr 10
Sanep Al-,
l-eou a n nr 3 roAnHn 56,40 564,00

231 VOSCAO9 Gadobutrol
Solution for

iniection
lmmol/ml

7,5m1
300 fa4oencr 1 ,0

5ailep Af,
l-epuannr 3 ro4nnr 78,00 78 00

tn
llNs

AHaroMo-
repaneBTtrce
H (oA /ATC/

MexAyHapoAHo
HenaTeftTHo

HAhMEHOBAHhC

/INN/

JleKapcrBeHa SopMa
MFpN

a

nporHo3Ho
KOnfrqecTBo

TbproBcKo
HAhMEHOBAHTE

lprrexaren Ha
pa3peueHuero 3a ynorpe6a

CpoK Ha

TOAHOCT

or nPY B

fOAVHV

L.leHa c AAC 3a

nocoqeBa ra
MspKa B Kon 5

I 9 10

12 LO1 XE25 Trametinib nepopanHa SopMa mg 7 200 Mekinist
Novartis Europharm
Limited hortaHnLrc

a 140,12,+0

13 L01XE42 Ribociclib nepopanHa cpopMa mg 2 83s 000 Kisqali Novartrs
Lrmited

Europharm
ltlonaenua 3 0,4281)

I



16 LO1 DBOl
Doxorubicin
hydroch loride

powder, dispersion
and concentr for
disp for infusion

mg 3 71i0 Myocel
Teva 8.V.,

HhAepnaHAIF
'1 5 11,7720

3. //MEIEKCI\\ OOn/ ooepra nx.Ns O3/24.06.2020 r., 0g:45 qaca
Kovucusra e .qonycHaJra npe.qJIoxeHl4.qra Ha yr{acrHr4Ka ,qo oUeH.qBaHe 14 KJIacr4paHe
I|IO CJIC.4H]4T'C HOMCHKIIATYPT JIII 14 LIEHOBI4TC |IPC.UJIOXCHIAfl, 3A T.CX CA:

- o,r oll Nq 1:

4. ,,QAPKOJI// A,q, oQeprra BX. Ne A4/24.06.2020 T. | 11: 45 qaca
KoNrvtcil.qra e rortycHa,rta flpe.qJroxeHr4.qra Ha yqacrHl4Ka .qo oueH.qBaHe rz KJlacyrpaue
no cJre.qr-rr4Te HoMeHKrrarypm JIll yr UeHoB14Te npe.UJroxeHr4.q 3a r,ax ca:

nll
HNS

AHafoMo
IepaneBThce
B Koa /ATC/

lvle)vlyBapoAHo
FENATEH IHO

HAhMEHOBABTE

/INN/

fleKapcrBeaa
(PopMa lvl qpKa

nporHo3No
KOnil!ecTB

o
TbptoBcxo Haff MeHoBaHhe

Tlp[Texaren Ha
pa3peueHileTo 3a

ynorpe6a

Cpor ra
roAHocT

or nPY B

IOAVHn

qENO L AAU Jd

noco9eHaTa
MqpKa B Kon 5

I 3 5 6 1 I I 10

1/ LO1XC3,I Avelumab
na peHTepa

tHa
droprvra

mg 25 000
Bavencio, Concentrate for
solution for infusion, 20 mg/ml -
10 ml, -, Pacx: 1 vial

Merck Europe
8.V.,
HuneonaHn hF

z oon

to LO1 DBOl
Doxorubicin
hyd roch loride

powder,

and conc
for disp for

infusion

mg 3 750

Myocet, Powder, dispersion and
solvent for concentrate for
dispersion for infusion, 50, mg,
Pacx'.2

Teva B,V.,
Hu4epran4urn 15 12,2t)

- or Oll Ns 2:

Iln
HNS

ATC NN
IleKapcrtseHa

OopMa

Kon-Bo
BA

afhBHo
teKapc
TB B-BO

flporHo
3HU

KOnhce
TbproBcKo HatMeHoBaHfl e

Spoi B

npeAn.
ona(oB

KA

npLlrexarer Ha
pa3peueHheTo 3a

ynorpe6a

CpoK
HA

roAH oT
nPV-a

EAhN' LIH

a qeHa B

noco9etra
Ta MAPKa

c n,AC

l-leHa 3a
onaKoBXa c

AAC

2 3 4 5 6 7 I 9 10 11

24 AO3FAOl
Metoclopra
mrde

solution for
injection 1Omg 3 000

Degan, Solution for
injection, 10 nrg/2 ml,
Pacr.:25

25
6ecra Me4
EOO!, 6rnrapur 0,78 19,tto

215 JO1 DDO2 Ceftazidime
powder for
solution for

injection

1 000
mg

40

CEFTAZIDIME PAN
PHARMA, Powder for
solution for
injection,l 000m9,
Pacx:1 0

10
Panpharma
Laboratories,
<Dpan qnn

3 3,78 37,80

226 VOBABO4 lopamidol
solution for

inlection

370m
g/mr -
50ml

400

SCANLUX 370,
Solution for injection,
370 mg l/ml - 50 ml,
mo Pacx:'10

10
Sanochemia
Pharmazeutika
AG, Aecrpur

3 19,00 190,00

2.2./ VOSABO4 lopamidol solution for
injection

370m
g/mr -
'100m

I

800

SCANLUX 370, Solu
tion for injectirrn,3T0 mg
l/ml - 100 ml, mg,
Pacr: 1O

10
Sanochemia
Pharmazeutika
AG, Aecrpnr

3 38 00 380,00

nfl
flNe

ATC NN
lleKapcrBeHa

KOfl-AO fta
AThBHO

feKapcTB B-

Bo (MFp{a)

nporHo
3t1q

KOntrte
CTBA

TbproBcxo HarMeHoBaHqe

Epofr B

npeAn
onaKoB

(a

nphrexaretr Ha
pa3peueHrero 3a

CpoK
HA

roAH oT

nPY B

EAtrilhqH
a qeHa B

noco9eHa
Ta MEpXa

c AtrC

qeHa 3a
onaKoBxa c

AAc

2 3 4 5 6 8 I 10 11

?,26 VO8AB04 lopamidol
solution

for
injection

37Omg/ml
- 50ml

400
IOPAMIRO

Solution for injection
370 mq l/ml- 50ml

I Bracco lmaging
S p.A., lulranur

5 26,84 26,tJ4

2_ 2_7 VOSAB04 lopamidol
solution

for
injection

370m9/ml
-100m1 800

IOPAMIRO
Solution for injection
370 mq l/ml - 100m1

1
Bracco lmaging
S p,A,, t4tanun 5 53,68 53 68

229 VO8AB1 O romeprol
solution

for
injection

350m9/ml
-100m1 200

IOMEFION
Solution for injection
350 mq/ ml - 100 ml

1
Bracco lmaging
S p,A , l,lrarnr 5 61,41 61,,1'l

234 VO8AB1 O lomeprol
solution

for
injection

350m9/ml
- 50ml

400
IOMEFION

Solution for injection
350 mq/ ml - 50 ml

I
Bracco lmaging
S.p,A., l4raruln 5 30,70 30,70



5. ,,POllI ET,JIrApI4.g\\ EOO,q, ooepra BX.Ns 05/25.06.2020 r., 0g:43 qaca
Kolttzcu.qra e .qortycHaJIa rtpe.qJroxeH]4ero r{a y.racrHr4Ka ,[o oqeH.qBaHe ]4 KJIacr4paHe
ilo cre.4Hux JflI 14 ueHoBoro npelJroxeHze 3a Herro e:

6. //+boHI4KC eApMA\ EOOI/ oQepra nx.Ns 06/25.06.2020 r., 10:20 .raca
Kolazcvt qra e .UonycHaJIa rtpe.qJIoxeHu.qra Ha yr]acrHTIKa .qo oUeH.qBaHe J4 KJIacr4paHe
I-1o crerHl4Te HoMeHKJIa'rypl4 Jl,lI v, ueHoBI4Te rtpelJ]oxeHr A 3a r.cx ca:
- or Ofl Nq 1:

Il lr
HNe

AHaroMo-
repaneBTil!e
n xo4 /ATC/

MexAyHapoAHo
HCNATEHTHO

HAilMEHOEAHilE
i INN/

fleKapcraeHa
cbopMa

lM FpKa
nporHo3Ho
KOfhcecTa

o
1-uproecxo narvenoaanre npilTexaren Ha

pa3peueHffero 3a ynoTpe6a

Cpox ra
roAHocT
or nPY B

roahHh

l-.leHa c MC aa
noco9eHara

Mqpxa B Kon 5

2 3 6 7 6 I 10

11 LO1 XE38 Cobimetinib
nepopan

mooMa
mg 56 700

Cotellic, Film coated
tablet, 20 mg x 63

Roche Registration
GmbH, l-epuaxun

4
IOAAHA

8,7532

nn
HNe

AHaToMo-
TepaneBThce
n ron /ATC/

IVlexAyHapoAHo
BenaTeHTHO

HAhMEHOBAHXC

/INNi

neKapcrEeHa +opMa N4epKa
nporHo3Ho

KOnhcecTBo
TbproBcKo

HAhMEHOBAHhE

nphrexaren Ha
pa3peueHrero 3a ynorpe6a

CpoK Ha

TOAHOCT

or nPY B

fOAVHV

LleHa c AIC aa
nocoleHaTa

MqpKa B Kon 5

1 2 5 ri 8 10

12 LO1 XE25 l'rametinib nepoparna Sopva mg 7 200 Mekinist Novartis Europharm
Limited, lApr'anana 140,014

13 L01XE42 Ribociclib nepoparHa Qopvta mg 2 835 000 Kisqali
Novartis Europharm
Limited, [4pnanAns

3 0,42'7

14 101 XC31 Avelumab napeHTepan Ha

6ootrra
mg its 000 Bavencio Merck Europe 8,V.,

HnaepnaHAuq
t 9 9096

lo LO1 DBOl Doxorubicin
hydroch loride

powder, dispersion
and concentr for disp

for infusion
mg 3 750 Myocet Teva B.V.,

HhAepnaHAilt 13,8(l

" or Oll Ns 2:

It fl
1Ne

ATC NN
fleKapcrB

eBa
60pMa

t\on-Bo Ha

AThBFIO

neKapcTB B-

Bo (MFpKa)

fl pofHo
3H/

KOtr9e
Tbpro6cKo Haht/eHoBaH/e

Spoir B

npeAn.
otaKoB

KA

Tlphrexaren Ha
pa3peueHneTo 3a

ynorpe6a

Cpor
HA

rOAH OT

nPY-B

E4rru.lr
a qeHa E

n oco 9eH a

ra Mflpxa
c trtrC

qeHa 3a
onaxoBKa c

ATC

2 3 4 6 7 8 9 10 11 12

24 AO3FAOl
Metoclopra
mrde

solution
for

injection
l Omg 3 000

Degan, Solution for
injection,l0 mg 12 ml,
mo, PacK: 2{)

25 Pharmaceuticals
d.d., CnoeeHnn

5 0,76 19,25

?-5 AO6AD65
Macrogol,
cornbinatio
NS

powd
for susp 649 3 000

Fortrans, Powder for
oral solution,64, g,
Pacx: 4

lpsen Pharma,
Opanqun 3,51 14,04

?.8 A1 64402 Ademetioni
ne

powd InJ

TSO V
500m9 1 500

Transmetil, Powder
and solvt.'nt for
solution for injection,
500, mq, Pacr: 5

5
Maurnan EOO,!,
6uraplrr J o,z+ 31,2.0

?9 tsO1 AB05
Enoxaparin
sodtum

sol inj ,

preJilled
syr

4000
lU/0,4m1

500

Clexane, Scrlution for
injection,'100 mg/ml-
0.4 ml (4000lU), -,

6 pre-filled svrinoes

b
CaxoQn
6unrapun EOO,Q,
6unrapuR

22,74

211 CO1 BDOl
Anriodaron
e

sorulo
for

I ntra ve n

OUS

infu s ion

50mg/ml-
3ml

400
Cordarone, Solution
for injection, 150 mg/
3 ml,mg, Pacr:6

6
CanoQur
6unrapnn EOO.Q,
6unrapnn

a 0,70 azn

212 CO1 DAO2
Glyceryl
trinitrate

solution
for

infusron

1mg/ml -
50ml

'1 50

Nitronal aqueous
Solution for infusion
1 mg/ml - 50 ml, -

Pacr: 1

G. Pohl-Boskamp
GmbH & Co KG,
l-epnrranrn

13,44 13,44

2_ 14 JO,1 DDOl Cefotaxime

powoer
for solut

for
inj/infu si

on

1g 40

Cefotaxim-MlP,
Powder for solution
for injection/infusion,
1. o. Pacr: 10

10
MIP Pharma
GmbH,
l-epnannr

2 1,38 13 t]0

2. 15 JO1 DDO2 Ceftazidime

powder
for

solutaon
for

inieciion

t000mg 40

Ceftazidime-MlP
Powder for solut
injection,1000
Pacx:1 0

for
mg

10
MIP Pharma
GmbH,
l-epvarnr

25 .1.7e
37,t]0

216 JO,1 MAO2
C prof oxac
n

tabl filnl
- coateo 500m9 1 500

Ciprofloxacin Actavis
Film coaterC tablet,
500, mq,PacK: 10

10
Axraenc EA[,
6urapun J 0,3516 3.52



1. ,,TOn XC)CIVTAJI Clp,BI4C\\ A'q, BX.Ne 07 /25"06.2020 r., e 11:4g ,t.
Kourcvsra e .uonycHaJIa npe.uJroxeHl4.sra Ha yv.acr:r-uKa ro oueH.qBaHe 14 KJraczpaHe
lro cJre.4Hr4T'e HOMeHKJrarrypr4 JIll r ueHoBvrre nperJroxe]Hr/-s. 3a rsx ca:

8 . ,,co+ApIv,IA TpEI4ItfHr'// AI , oQepra ex. Ns 0B /25.06.2020 rr. / 11: 51 qaca
Kolaraczq.ra e .uonycHaJta npe.uJIoxeHrrsra Ha yrlacrHr4Ka .qo oUeH.qBaHe 14 Kracl4pal{e
no cJre.Uur4Tle HoMeHKJ.Iarypr4 nil w UeHoBr4Te npelJroxe:r-rAfl. 3a rfl.x ca;

-o,rOllNe1:

nn
llNe

AHaroMo-
fepafleBT/9e
I KoA /AfC/

Mex/:lyHapoAHo
HENATEHTHO

ftahMeHoEaHtre
/INN/

lleKapcraeHa QopMa McpKa
npofHo3Ho

KOntr9eCTBO
TbproBcKo

HAhMCHOBAHTC

flpilTexaren Ha
pa3peueHtrero 3a ynorpe6a

Cpox ra
foAHocT

or nPY B

rOAtrHtr

UeHa c AAC 3a

noco9eBaTa
vnpxa e xol 5

l 2 3 (i 8 I 10

12 LO1 XE25 Trametinib nepoparHa QopMa mg 7 200 Mekinist
Novartis Europharm

Ltd
a 140,1"28

13 L01XE42 Ribociclib nepoparna Sopua mg 2 835 000 Kisqali
Nova rtis Europharm

Ltd
2 0,428135

IO LO1 DBOl
Doxorubicin
hydroch loride

powder, dispersion
and concenir for disp

for infusion
mg 3 750 Myocet

Teva B.V ,

Hu4epnax4nn 15 11,77320

fln
llNe

AHaToMo-
TepaneBT
uqeH Koa

/ATC/

IVlexAyHapoAfro
HenaTertTHo

BarMeHoBaHtre
i INN/

tleKapcrBeHa OopMa
l\4qpK

a
nporHosHo

KOnhcecTBo
TbproBcKo

HAilMEHOEAHtrE

flphrexaren Ha
pa3peueHilero 3a ynorpe6a

CJ:ox na
roAHocT

or nPY B

TOAUHh

UeHa c AAC aa

nococeHaTa M9pKa B

xoa 5

3 5 6 9 10

12 LO1 XE
25

l'rametinib nepoparHa QopMa mg 7 200 MEKI/H7ICT Novartis Europharm
Limited, lAlnatana 1 40,1 53333

13 LOlXE
42

Ribociclib nepopanHa QopMa mg 2 835 000 Kt4CKAIII/ Novartis Europharm
Limited, Vlpr,anAna 0,427195

15 LO,1XC
28

Durvalumab napeHre parHa
mg 222 000 IAMAIAH3IA AstraZeneca AB,

lllnerrLrc J 10,8200cr0

to LOl DB
01

Doxorubicin
hydrochloride

powder, dispersion
and concentr for
diso for infusion

mg 3 750 MAr/Or_.lET
Teva 8.V.,
Hur4epnan4ur

15 1 1 793000

-orOllNq2:
nn
HNe

AIC NN
JleKapcra

eHa

OopMa

Kon-Bo Ha

ATtrBHO

neKapcTB B-
BO (MFpKa)

nporHo
3tth

xonule
CTBA

Tuptoecxo laruetoaalue
6po, B

trpeAn
onaKoB

KA

llprrexaren Ha
pa3peueHueTo 3a

ynorpeba

upo(
HA

roAH oT
nPY-B

EAXHh9H
a qeHa B

noco9eHa
Ta MApKa

c I]nci

l-.leHa 3a
onaKoBKa c

AAC

3 4 6 7 8 I 10 1',]

22 A03UA0
1

Atropine
soluton

for
injection

1mg 800

ATPONt/]H
CVflOVPIzIK avn.

'1 ur/run x 10
10,00

Co$apua A,Q,

SurapnR
0,9300

00
9,30

23 AO3BBO
1

Butylscopola
mrne

solution
for

lniection
20mg 200

SycKOII/3t4H
arr,tn.20vr/1Mfl x 10

10,00
Co$apva M,

Sunrapun
1,0200

00
10,,10

A03Fn 0
1

Metocloprami
de

solution
for

iniection
1Omg 3 000

Aurneuerun rHX.p-p
5ur/nn-2unx10 10,00

Co$apua A,[,
SurapnR

a 0,9700
00

o7n

2,5
AO64D6

5

Macrogol,
combinations

powd
for susp

649 3 000
OOPTPAHC

naKeTqe x 4 6p
4,00 lpsen Pharma,

<Dpanqnn
3,4700

00
13 t]8

26 A1 0AU0
1

Insu lin
HUman

solu tion
injection

300u 160
AKrPArr4A HM

PENF. drn. 3 rrrn x 5
5,00

Novo Nordisk
A/S, laxurn

2 r,) 7,2200
00

36,1 0

2_8
A1 6440

2
Adernetionine

powd inj
+solv 500m9 1 500

TPAHCMEITIIISn.
500rur + pasre. 5rvrn

X5
5,00

Mar,lnan EOO,Q,
Srnrapuln 3 o, t/ 30,85

29 BO1 ABO
5

Enoxaparin
sodium

sol inj ,

pre-filled
syr

4000
lU/0,4m1

500

KJIEKCAH UH>x p-p
Han.cnp.40Mrl0,4tan

X6
6,00

CanoQn
Sunrapun EOO!,

Ernraprn
J

3,8500
00

23,1 0

2, 1A
B0 1 AU1

2

Bemiparin
sodaum

solu tio n
for

injection
3500 u 100

3145OP aun.3,5O0
lUl0,2rvtn x 2

2,00

Menarini
I nternational
Operations

LUXemOOUTg

S A,,
fltoxceu6vpr

2
4,3200

00
8,64

?_ 11
CO1 BDO

1
Amiodarone

solutio
for

i ntraven
ous

infusion

50mg/ml-
3ml

400
KOPIAPOH aun.

150rr,rrl3vn x 6
6,00

Cano$n
6uraprr EOO!,

6rflraphq
2

0,6800
00

4,08



z lo
c02Ac0

1
Clonidine

solution
for

iniection
0,1 5m9 800

XIIOOASOII14H avn,
0,15ur/nrn1unx10 10,00

Co$aprua A,Q,

E[nrapun
0,9500

00
9,50

217 JO6BAO2

lmmunoglobu
line, normal
human for
intravascu lar
aom.

solution
for

infusron

50mg/ml -
5ml 80

I/MYHOBEHI/H
l/HTAKT arvn. 250

Mr/s Mn x 'l 0
10,00

6yn Eilo-
HqSnE EOO!,

Sirnrapnn
2

12,600
000

126,00

220 NOSAAO

1

Chlorpromazi solution
injection

50mg/2ml 300
XflOPNPOMA3I/H
arun. 25 rurivn 2 un

x10
10,00

Co{apua A,Q,

Siunrapnn 0,8000
00

8,00

NO6DAO
4

Galantamine
soluton

for
iniection

'10mg/ml -
1ml

1 500
HhBAnilH atrin. 1o/o

1 un x'l 0 10,00
Co+apMa AA,

6iunrapnn 5
2,9200

00
zv,zv

RO3DAO
5

Aminophyllin
e

solution
for

iniection

24mglm .

'10m1 300
COOAOI/IYIH aun,
240 r,trl1j Mn x 50

50,00
CoSapua Afl,

6bnrapun
2,4700

00
'123,50

223 RO5CBO
2

Bromhexine
solution

for
iniection

2mg/ml -

2ml
1 000

EPOMXEKCT4H aran.
4 vrl2 vn x 10

10,00
CoQapua A[,

6inrapun J
1,3900

00
13,S0

2.24
RO64CO Chloropyrami solulion

for
nir.linn

10 mg/ml -
2ml

4 500
AIIEFI-O3AH avn.

20 ttrl2 Mn x 10
10,00

CoSapua A,Q,

E nrapnn
1,3600

00
13,60

B. Kot"tucuttTa nocJreqoBaneilHo ugBFEpwn :

l-. Crnocraerca Ha npe.uJroxeHrre e\vrHr/ruHrt ueHr4 Ha or.UeJrHr4Te HoMeHKJIaryprz
I|] e OI] c ueHI4Te no llJlC-ilprrJroxeHrre Ns 2/ aKTyareH KbM 17.06.2020 r.

Kowrzr-rl q.n: \/.-rF: HOBI4 :

Bcvt-lt<w yqacrHilql4 ca cna3wJrvr r43J4cKBaHrrg.Ta Ha Bgsroxilten.c 3a Qoprvr:,rpaHe Ha
eEIA]JI ttHl4re UeHI4 Ha [pe.qJlarlaHl4Te JIll or .qBere o6oco6esrA no3vtr\rnrL.

2 rTnnnanll3 3a Qopvrrrpane Ha ueHr4Te 3a npe.qJlaraHa o[aKoBKa - 3a BCzIqKIA
JIn or O|I Ns 2.

2.L. YrracrsraKsr ,.aDbOHI4KC eAPMAg EOOI - 3a JIll HNe 2.4

bt4.qHo oT MapKI4paHI4Te KOJrOH]4, rPV |Ipe.qIOI(eHa OT yqaqrHxKa eEilHr4r{Ha rleHa B

r(oJroHa 11 or 0,76 flB. , npr4 25 6pon B e.qHa oraKoBKa; rleHara 3a olaKoBKa c
IIC 6u cJre.uBaJlo r no m3urtcJreHvrfl. Ha KoMrrcvr+Ta, ,ua 6'r,Ee 19100 ne.
KoMncr.t.qta cr{I4Tal qe npr4 nocor{BaHero Ha Ileua 3a onaKoEKa c,!,4C ol 19125 na.
3a JIll HNe 2 . 4, yqacrHmK.br e .qonycHaJr lperrrKa.
B o6.qareHl4ero 3a orKpr4BaHe Ha npouerypara 14 B ,[oKyMe4rarlmgra BrsneNureJ]sr e
nocoql4Jr : ,,He ce AorrycKa ltaJrr1r{'fetro Ha rT)euKa Egxl{I,lrirecKa / cyMapHa, B
qel{oBoTo rlpe,qJroxeHute rra ys.actEHir,rrrytiEe. \\ ,

Ha ocuoeaure lopHoro, Ko\awcm.qra rpe.UJrala yqacrHyrKbr ,iCbQHttKC iDIPt"lA* EOOI Aa
6nge orcrPaHeH or yrilacEr4e B EporletrypaEa 5a JIn H Ns 2.4., rlo pe.Ea Ha L]r.I]'l ,
T.2, 6."a" or 3OlI .

Morueu:
Vu:cmurzr*m a nDe.qcraBI4JI ueHoBo npeIJIoxeHI4e 3a JIli HNe 2,4., Koero He orroBap.q
Ha npe.qBapllTeJlHo o6rrBeHr4Te r43r4cKBaHr4.q Ha B.lsnoNj4reJl.q.

2 .2 . Bcn,-txw octaHaJIIl rleHoBJ4 npe.UJroxeHlzs Ha .qorrycHarl4re yrJ.acrtvrrtv 3a Jln or
Ofi Ns 2 ca QopvzpaHm flpil cna3BaHe r4svlcKBaHr^Ala 3a @opvrapane Ha r]eHr4Te 3a
npe.qJraraHa o|]aKoBKa B LleHoBr4Te rM npe.4JIOXeHr4.q.

K-Otttttt,Ct't nf a yCTaHOBI4 :

3d JII] .t-II$ Z . 4 E llPCAJIOXYIJ] CJlC.4HOTO :

nn
HNe

ATC NN
IleKapcrB

eHa

{opMa

Kon-Bo Ha

AThBHO

fleKapcTB B-
Bo (MFpKa)

nporHo
3Hfr

KOnhce
I bproBcKo HailMeHoBaHile

flpilreTaren Ha
pa3peueHheTo 3a

YnotPeoa

upoK
HA

roAH oT
nPY-B

2 3 5 6 10

24 AO3FAO
1

Metocloprami
solution

for
iniection

1omg 3 000
Degan, Solution for
injection,lo mg /2 ml,
mq, PacK:25

Lek
Pharmageuticals
d rJ Cndeecuc



3. KoMrcx.qra onI4ca BCrAqKtT npe"qJlaraHrz or y.racrHlzul4Te ueHr no or.uelFrr4
HaN/AHkn^n\/nr/ Tlu,II 1 rlo KOI4TO rV e .EOnyCHaJTa .qO OUeH.qBaHe 14 KJIaCI4paHe / B
Ta6nuqa 1,, no.q[]4caHa 14 nprlJroxeHa K,bM ]{acrorrxJrAfl. llpororcol ,

4 . Csnocraez onrlcaHrlTe rleHrz B T.16114r_l a I , [pe.qJroxeH]4 or .uorrycHarl4lre
yqacTFII4UrA 3a I43rI'bJIHeHUe Ha BC.qKa OT.4eJrHa HOMeHKIaTypa JIII 3a yCTaHOB.qBaHe lia
HeoouqalzHo 6,ra]]onprsruo ueHoBo |Ipe.[JloxeH]4e 3a vt3lybJr:F-eHr/-e | |Io cM]4c.brra Ha
,-tJr .'l 2, on . 1 or 3Ofl .

Kol"rucil,qra He ycraHoBI4 HailrA\q.rte Ha Heo6r4qarzHo 6lalonprxrua oQepra 14 l{e
ycraHoBl4 ocHoBaHI4e 3a [pr4JraraHe Ha ut.J2l aJI .1 or 3On B Hacro.qula!]a
rpoLleJlypa.

6 kn:-Tln-r,^J ' r\JrquvrlJd.lle -Hd 4eHOI3J4'r'e npeIIOXeHI4.q / B C'bOTBeTCTBI4e C Onpe.qe JI3HIAA OT
B'ssroNr4rer.q rpureputh - Hair-HwcKa UeHa :la BC.qKa HoMeHKJrarypa Jlll or OII Ns L vr,

On Ns 2 rA 3a BC.qKa orr.qeJrga Oll or Ns 3.uo Nq 13 - KaKTo crrerBa:

\Jt I

nn HetuMeHosaHue [7upeo Mecmo Bmopo Mncmo Tpemo Mflcmo

Ot-lNe1-LIUTOCTATUUU
11 LO1 XE38 Cobimetinib POUj SbItTAPt4fi X X

12 LO1 XE25 Trametinib oboHtlKc AI!TA
OAPMACIOTLIKbIIC

TOn XOCnilTA.n
COOAPMA

.t 'l LO1XE42 Ribociclib oboHI/Kc COOAPMA
AJITA

OAPMACIOT'lKbNC
TOn XOCnr4TAn

14 LO1 XC31 Avelumab MEAEKC oboHt/Kc X

15 LO1XC28 Durvalumzrb COOAPMA X X

16 LO1DBO,1 Doxorubicin hvdrochloride AIITA OAP MAC IOT'1 KbIIC TON XOCNfiTAN
COOAPMA
MEAEKC

oboHrlKc
tt LO1 DCO3 Mitomycin X X X

On Ne 2 - MEAUKAMEHTU O64n
21 AO2BAO2 Ranitidine X X X

22 AO3BAOl Atropine cooAP[/A X X

23 A03BE]0'1 Butylscopolamine COOAPMA X X

24 AO3FAO,l Metoclopramide ME!EKC COOAPMA X

25 AO64D65 Macrogol, combinations OOOAPMA oboHhKc X

26 A10AE|01 Insulin Hunran COOAPMA X X

27 A10AEl0'1 Insulin Hunran X X

28 A1 64A02 Ademetionine OOOAPMA oboHt/Kc X

29 B01AEl05 Enoxaparin sodium ,oboH14Kc COOAPMA X

2.10 B01AE]12 Bemiparin sodium COOAPMA X

2.11 CO1 BDOl Amiodarone COOAPMA oboH14Kc X

2.12 CO1 DAO2 Glvcervl trinitrate oboHt/Kc X X

2.13 CO24COl Clonidine COOAPMA X X

2.14 J01 DDO 1 Cefotaxime ObOHtilKC X X

2.15 JO1 DDO2 Ceftazidirne MEIIE:KC / ObOHI/KC
)KPEEUh X X

2.16 JO1 MAO2 Ciprofloxacin oboHt4Kc X X

2.17 J06BAO2 lmmunoglobuline, normal
human for intravascular adm.

(]OOAPMA X X

2.18 N/t03AO04 Atracuriunr X X X

2.19 MO3AC04 Atracurium X X

2.20 NO5AAOl C h lorprorrrazine (]OOAPMA X X

6



2.21 NO6DAO4 Galantamine COOAPMA X X

2.22 RO3DAO5 Aminophylline COOAPMA X X

2.23 RO5CBO2 Bromhexine COOAPMA X X

2.24 RO6ACO3 Chloropyramine COOAPMA X X

2.25 VOSABO2 lohexol X X X

2.26 VOSAB04 lopamidol MEEEKC OAPKON X

2.27 VOSAB04 lopamidol MEAEr(C OAPKOII X

2.28 VOSABO5 lopromide MAPMI4T IOHAI/TEA X X

2.29 VO8AB1 O lomeprol OAPKOII X X

2.30 VO8AB1 O lomeprol OAPKOII X X

2.31 VOSCAO9 Gadobutrol MAPMLlT Hf,HA]ZTEE X X

6. Ha ocHoBaHl4e .uaHHr4Te B Ta6rI4ua 1 r oQopMeHoro KJracyrpaHe B r. E. 5 or
Hacros.ur[x. nporoKoJr I KoMucu*ra elilHo.qyrxHo perxr4, r{e cJre.qBa ,!a ce npoBe.qe
ny6.nruno XPEEIIdI =a olpe.uer.sHe Ha m3nbJrHureJr Mex.qy oQeprure 3a JreKapcrBeHr4.fl
flpo.qyKT c HoMeHKJrarypeH N 2.L5, 3a rcoero cJre.uBa cBoeBpeMeHHo ,qa 6s.qar
yBe.uoMeHI,I yr{acTHI4uI4Te .

KoMrrcugra onpeAenrr gara, r{ac yt Mrrctr'o sa tIyEJIHqHO fIPOBEXIAHE HA XPEEtlil
2.4.01 .2020 r.t or 09:00 qaca, Ha a.qpec lp.Byplac, 6yl ."Cre(paH Cra\a6oJroe" Ns

J3, e Xrpypr,r{qeH Kopnyc Ha MEAJI-Eyplac A!, er.1 , cr.4,

Kottytcvn:
rn^ -^^rrIr9AUe,r_r,4 r'gJ1 r

TTF^"^-^.-IJIUIIUEU.

/A.UIUX.t-lUEd/

/T/i Tnnanapa /
t tL. Lv4vL'vuet

/TJ TJamnnp: /
t F. LLv

lM T{aaa /

/L.Annxfieea/

AOP
Text Box
ЗАЛИЧЕНАИНФОРМАЦИЯна осн. чл.36а, ал.3 от ЗОП ивъв вр.с чл.59 от ЗЗЛД
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IPOTOKOi] Ne 4

.[Hec, 24.01 .2020 Fo.ur4Ha/ B 09100 qaca/ e ,,KOI]-Eyplac,, EOO,U, Ha a.upec
|p.Byprac, 6yl ."CreQaH Ctar.,r6oroB" Ne f 3, e Xmpyplr4rleH Kopnyc na MEAJI-Eyplac
A.[. er ,J , cr .4, Ko\4tACrtF! B c.bcraB:

flnancon:nan. f[:nrrtr r\m^d,,^--rrrJeAUvAqauJr. ,,1dpJ4Hct \-To-qHOBa - IJIaBHa Me.UI,IUI4HCKa CeCTpa/ ,,KOIl-EyplaC"EOOI;
l{reHoee:
1 fI^.",, - T^ -^^r . l/IpnHa t o.EopoBa - MarI4cT.bp-oapMaueBT, ynpaBtlTeJI 6olHu-rna anreKa, ,,KOq-
Eyplac"EOO,{;
2. .[eaHa flerpoea - npaBocnoco6eH ropurcr I no qil.2ot dlr,41 r.3 or 3oll;
3. MI4HKo Koee - r'1JIaBeH eKcnepr, lvpex$mn *3CIC' - O6qmna Eyplac rto un.2O,
an.4t T.J or 3Oll;
A fr,,-,,- ln-^."..-

B I43fI'bJIHeHI4e Ha 3aroBe.q Ns I54 or 26.06.2020 ro.qr4Ha ua Ynpaer4TeI.rr Ha "KOU-
Eyplac" Eoo.q, ce c'l6pa .qa npo.q'bJrxTr cBo.qra pa6ora 3a [poBex.qaHe Ha ny6rr4r{eH
xpe6uil 3a onpe.qer.qHe KJIacI4paHero 3a JIfl Ne 2,15 or cneIw@urcagu.rrra B orKpyrrara
npoue.qypa 3a B'b3raraHe Ha o6ulecrBeHa nop'br{Ka / c npe.UMer : ,/,qoctraBKa Fra
JreKapcIEBeE% npo,qyrclFr4 o6u$4 u Ba Jreqelr%e Ha oHICoJroF%rirHr4 ga6oJtgBairrrE,
pabnpegerretryr B .qEe o6oco6errv r:>Brtrqr,flAtt .

llpouelypara e perrr4crpr4paHa B AOll iloI Ns 00232-2020-0003, u e :

- .,nT.nT/T2 - paueHr4e Ns 15/19.05.2020 rr./ ny6rr4KyBaHo n poII c Nq 91 1 966 Ha
2.I.05.2020 r.,
- o6.qeleHue - B POll Ne 911 868, ny6nmryaaHo Ha 21.05 .2020 rr. u B OB Ha EC Ne

2020/S 099-239 963 Ha 22.05.2020 rr.

flnoncon:manqm Ha KOMI4cl4-qra npoBepl,t cbctraBa Ha npl4cbcrBarII4Te vI orKpyl
3ace.[aH]4eTo.

Ha 3ace.qaHr4ero Ha KoMZCm.sra He [p]4c.bcrBar npelcraBurenlzr Ha yrlacr:r.urtuire nJrrA

Ipyr'r4 npaBorMalnJ,u Jrr4ua.

Korurcrasra npoBex4a ny6rr4qHo XPEETIII , Bts onpenenanE rra rr3ntrHyrretr Mex]qy-
rcJracrfPaHtrre Ha rtlbpBo Mrrcro o$epnz sa JIeKapcrBeHuA rrpo.qyKT/ c HoMeHKJIarypeH
HoMep 2.L5.

3a npoBex.u,aHero Ha xpe6l,ts r Hd 2I .01 .2020 r,. e [y6rHKyBaHo c.bo6r{eH!4e j43x.Ne
842/2I .01 .2020 r,. e llpoQrana Ha KynyBaqa/ c rteJi - yBe,qoM.qBaHe Ha
3ar4HTepecoBaHr4Te Jlvlqa .

3a nocoqeHara HoMeHKJrarypa Jill ce [o.UlorBrtxa ABa or,qeJ]Hr4, e.uHaKB?r /
ArslrlJvrydeE/r / we JTIA IIJII4Ka / B'bB BCeKI4 O'I T.gx 6e nOc!,aBeH JIVICT I c HaII4caHa

Qmpuara Ha yrlacrHr4Ka tr 3a rco.q o6oco6eHa no3vrrJrAfl. ce npoBeNga Npe6m.e.

Vleu or Ko\nJACIAs.Ta 143TerrJrr4 ntpBrz,q nJIr4K c rzMero Ha yqacrHr4Ka / rcolZro xpe6lzxr
onpe.qer.c 3a r43rr.bJrHrrreJr Ha JIll Ne 2 . 15.

TT-^,,-YJleH',b'Jr Hd KOMl1cuSlTa 3ar7r4ca Ha JIWCTa Ha yqaCTHI4Ka M.SC['OTO B KJ]aCIlpaHeTO Ha
oQeprzre - n'bpBo/ Koero My e orpe.qeHo or Npe6mfl 14 ce no.urrrlcBa.
JIrc'rr,r ce no.qrtylca l4 or Ipyrr4 Tpr4Ma qJIeFroBe Ha KoMr4cvrfl.Ta.

(-qttt:ma rn^TIAn\/Da ce u3n']',JT:F.I/r I4 c BTopwA nJrrAKt Karo Ha JrI4cra ce 3anl4ca ,/BTopo
Mqcro" R K.nacr{DaHeTo =a JIll N, 2,15.



tAtt;|ur.w1r,ya.IlHI4're rll4.c'lt4 or lpoBe.ueHr4.q xpe6wit ca fip]4rroxeFrlz K.bM Hac.ronuJVtJ
LIpo,r,oxor.

B pe:ylra'r or Npe6rn I KJracrApaHero :a JIII Ns 2.15 ce oQopva, KaKTO cJre.uBa:

ll.speo M.ccro - ,,ME.IEKC,' OOI;
I3ropo Mlclo - ,,ObOHylKC OAPMA" trOOL

KoMl'tclaxra tASEtrEpIrrBa oKoHrrareJrHollo KJIACIZPAHE / B c.bo'rBercrBr4e c onpeAe Jrerl'.l,TtJ
r<pn,r'epufi - nait=ttwcKil ueHa, KaK1,o cre.[B;r:

on
nn HauMeHoeaHue Ilupeo Mncmo Bmopo Mnctno

on le 1 - UUTACTATUUT4
11 LO1 XE38 Cobimetirrib POU_t 6"bjtTAPt4t X

1.2

1.3

LO1 XE25 Trametinilr oboHr/Kc AIITA OAPMACIO'I'I/ KbN C

L0lXE_42 Ribociclib oboHrlKc COOAPMA

14 L01 XC3 1 Avelumab MEAEKC ObOHt/4KC

15 LO1 XC28 Durvalumab COOAPMA X

16 L0 1 DU01 Doxorubic;in hydrochloride AIITA OAPMAC}OTI/ KbIIC TOI] XOCNUTAII

17 LO1 DC03 Mitomycin X X

On Ne 2 - MEAT|KAMEHTU OE|4U
21 AO2BAO2 Ranitidine X

22 AO3BAOl Atropine COOAPMA X

23 A03B1301 Butylscopolamine COOAPMA X

24 AO3FAO,1 Metocloprermide ME.qEKC COOAPMA

25 AO6AD6I; Macrogol, combinations COOAPMA oboHLlKC
zo A1041301 Insulin Human COOAPMA X

27 A 1 0AIl01 Insulin Human X X

26

29
A1 64402 Ademetionine COOAPMA oboHr/Kc
ts01 AB05 Enoxaparin sodium ObOHlilKC COOAPMA

2.10 BO1AB12 Bemiparin sodium COOAPMA X

2.11 CO1 BDOl Amiodarone COOAPMA oboH14Kc

2.12 CO1 DAO2 Glyceryl trinitrate oboHhKc X

2.13 c02AC01 Clonidine COOAPIV]A

2.14 JO1 DDOl Cefotaxime oboHt/KC X

2.15 JO1 DDOz Ceftazidinre IMEAEKC clrbOHhKC

2.16 JO1 MAO2 Ciprofloxacin oboHt4KC X

217 JO6BAO2
lmmunoglobuline, normal
human for intravascular adm.

COOAPMA

2.18 M034(104 Atracuriurn X

2.19 [/034C04 Atracuriurn X

2,20 NO5AAOl Chlorpronrazine COOAPMA X

2,21 NO6DA04 Galantamine COOAPMA X

2,22 R03DAOti Aminophylline COOAPMA X

z,zJ R05C1302 Bromhexirre COOAPMA

z- z4 RO64CO3 Chloropyrarmine COOAPMA X

2.25 v0BAu02 lohexol X X

2.26 v0BAu04 lopamidol MEAEKC OAPKOII

2.27 v0BAu04 lopamidol MEAEKC OAPKOJI

2.28 VOBAT]O:; lopromide rvrAPMr/T roHAI/TEA

2.29 VOBAu1 0 lomeprol OAPKOII

2.3 0 VOBAul c) lomeprol OAPKOII X

2.31 VOBCAO9 Gadobutrcl MAPMt4T I'OHAilTE,q X



Kol"fiacu,qra npelJrarla Ha B.l3.noxmre.n.a,
BC.qKa or.ueJrHa HoMeHKJrarypa JIn oT
6r-n: n nnna na nal.IIA 3  ]l3N'bII}l1lTEJIW.

KJIaCI4paHI4Te Ha [.bpBO M.CCTO yrJaCTHmrIrA 3a
npelMera Ha oor]IECTBeHara nopbqKar Id

C m:elputeHoro KJIact4paHe KoMlzcrA+ra npr4KrrorrBa cBorrra pa6ora vr cbcraB.q
.4oKrar, notZro npe.EaIla Be.uHo c [porloKoJr]rre or 3ace.qaH%.cra crr vr noryr{eHr4Te
.4oKyMeHTrA or yrlacrHl4UilTe Ha Br'="loxrreJl.f, - 3a B3eMaHe Ha pelreHr4e.

Kotrrtcv.n l
I-lnonnonamen.
TT-^,,^-^.-fJIgNUDE.

/ 4. W'!VAnVbd /

/ /r . r p.qopoBa /
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