
lrPoToKoJI Ne 2

.[Hec, 28.07.2019 rro,uu]{il/ B 10:00 qaca/ B ,,KOU-Eyplac/' EOOI/
Byplac, 1yn."Cre@aH Cr,aNl6oroe" Ne 13, e Xvrpyplr4qeFr Koplyc Ha
AL er "l I c,t.4, KoMncr,TtL B c.bcraB:
Tlnenr-arT^non' TJanrzu: l-'rnqune:---,.,.--J - rJraBHa Me.qrr_lrlHCKa cecTpa/

r{if a.upec Ip.
VMRA TT-Erznr ^.

KOIT-Erznraa//
rtL\v\ D J

EOOI;
rlrenoge:
1. IApuna Togopoaa - Mal-yrcrbp OapMaueBT, ynpaBilreJr 6orsttqua arreKa Ha KOIJ-
Eyplac;
2. !eaua flerpoea - npaEiocnoco6eH ropncr/ no qt,20, alt.4t 'r.3 or 3Ofl ,

R T4?nqtrHAHT/A Ha 3anoBeJl Ne 21 OT 17,01 "2019 rrO.Er4Ha Ha yrlpaBl4Te;1.q Ha "KOU-
v7 oBosTa pa6ora no l43B'bplrrBaHe Ha
qeHrIBaHe v KJIaCr4paHe Ha rocrybrrr4Jrr4Te

3a B'b3rrarraHe Ha o6uecTBeHa [op'bqKa/
apcTBeHr4 rrpo,4yKTa 3a .[egeHr4e Ha

Tlnnrrafr\/n:ma a r
-- Darrrou7-r \Tq ? G /0'7 "12.2()IB f . , pO|I Ns 882 34'7 , ny6Jr. Ha I0 "12.2018 r. ,

- O6.qereuwe B POn N, BB2l 348, ry6rr. Ha 10.72.2018 rr.
r4 B OB ual EC N, 2018 /S 21.38-543251, ny6Jr. Ha II .I2 "2078 rr.

Tlno nno n: ma rr om Ha KoMrAcrAF,T a |IpoBepl4 c'bcraBa Ha [pI4cbcTBaIII4l]e vr orKpyl
3aceIaHI4eTO.

Ha ilbpBoT'o cu 3ace.qaHt4e KoMr,{cl4.gra KoHcrarvpa, qe yqacrHr4K'br ,,.MCOAPMA" A[
cJreIBa .qa llpe.4cTaB]4 .qorbrrHwTeJlHvr .qoKyMeHrrr4, rro.qpo6Ho orrvrcabr.vr B flpoToKOJI Ne

1 or 17 501 .20:.9 r. / Korzro 6eue ny6rr4KyBaH e lipoQrri€i Ha nynyBar{a Ha
Bt,g.roNrrdns. u 6ene m:lpareH Ha yr{acrHtArJrll'e Ha 18.01 .2019 r.
Ha ocHoBaHr4e 14 B cpor(a ro .r'rt . 54 | alr.9 or llll3oll , Ha yr;acrlltrur4Te 6eue
n^ noH^ Rqar4^YHOC[r .ua [])eIcTaB.qT Ha KoMucI4g.T a .uoKyMeHTI4, KOI4TO .qa C.b,q.bpxaT
nn-ntroHaH s tn /tnntt rr uA- .-, .--.-L AUIt'tJIHeHd tlHQOpMaUIArl .

K rnnatrqma \/.maHOBtr{/ lte B 11pe.UBVIEep'IAfl, OT 3oll CpOK ;;e Ca, rrg-glgrbnyrfij4

.U rIbJrHr4TdJrHr4 .qoKyMeHTl4 or yqacrHr4Ka //M(leAPMiA\\ A'q , BlbqpeKr4 JlaEellatra lay
Brb5MoxHodr or Ko'Jfr4c,merrFel 14 SaKoHa.
Ha ocrroEiagrre trn. 107 , E .7 , EpeAJr. Bnopo otr, 3OtI, KC)MvrcvIfl.'Ta [pe.qJrar]a
yrracrHr4KtT ,,MCaDAPMA* AA Ea 6rge otFctrpalr()Ir otr qpor{eAypaEa, Tr,ir Karo He e
W3I'LJIHIAJT zz. ..Ep/rO yCIIOBIle/ |IOCOqeHO B ... .qOKyMeHTar-l]4.STa;\\.

lKottwcvs.rq npmcrrnr KbM pa3rrJlex.qaHe Ha rexHl4qecKr4Te rlpeI[oxeHl4.c 3a

HA naam(nR^HAT- Ha nrtrorrmrzmo

1. //ME,qEKC'/ OOI , - Bx. Ne 01/15.01 .2019 r'", 11:00 rlaca
Vrlacrul,Ircr.,r npeglarra cpoKoBe 3a l43tlbrHeHu,e Ha nopbqKaIa:
- npr4 trleprAol'vrl]Htr IocTaBKr4 - 10 (.uecer, ) pa6orum EHIA oT ro.EaBaHe Ha
3a.qBKaTa,
- npr/ l Bb3Hr4KHaIa HeOeixO.[]4MOCT t43B'bH CpOKa Ha nepl4O.qr4r{Hr4Te .qOCTaBK}4
5 (rer) p46orHr !,HrA.
flna--r-r
'},sAJrqLu oononlre !a co fto.[aBar no oaxc 02 /9I1 5538.
Korqzcragr':l cqrrra, H€ o(Deprara Ha yrracEgr4Ka otrroBaptr rra rrgr4crnBaHr4rrtra rra
B"rS,noxrane,na m,qonycKa ctlu{ara Eo or{enrrBaH€r t[ KJracl4paHe rto oQeprdpaHatra O[I:



o
n
Ne

AHaroMo-
TepaneBTh qeH

KoA /ATC/

Mexgyxapogno
HENATEHTHO

Ha!rMeHoBaHue
/INN/

neKa pcrBoH
a QopMa

Mf,pKa

npoflt03Ho
KOnUttecTBo

(e nocclvenara
MrllKa)

TrproBcKo
HAhMEHOBAHTE

npurexal)n Ha
pa3peureHheTo 3a

ynorpel5a

Cpox na
roAHocT or

nPY B

foAuHu
2 3 j

5 6 7 I

3 LO1 BC53
Tegafur/gimer
acil/oteracil

nepopajr Ha

Sopnta

DDD-1
tabl.(15/4,35/1 1

8mo)
2 016 Teysuno

Capsule, hard
Nordic Group 8.V.,
Hu4epnax4nr

2 . ,/6BOH!{KC €API"IA" EOOJI , BX . Ne

Vu: nmsurryim nno r-.I--JJIarla cpoKoBe 3a
- np]l qept4olr4ttH]4 .qocTaBKJ4
3agBKaTa /

- npv Bt3Hr4KHara Heo6xo.qr4MocT
5 ( er) pd6orum gHz.
T-I hrlp .tlJld.l'd sdHBK]lTe .qa ce no.qaBaT
Kotwrc,ust.d cqurra, E€ o(leprara
BaBnoxranelret w EorrycKa cBl4arla tro

02/16.0I.2.019 r'., 10:00;
I43n'bJIHeHI4e Ha nop'brlKaTa :

10 (aecer' ) pa6orsm E:E-t or r.:o.EaBaHe HA

143B'bH CpOKa Ha |Iep71O.q]4qHilTe .qOCf'aBKr4

no e . nouer : 9_:!pqr s-ov_q_qqh_ps"_i_4.p]ra rma . b g
Ha yqactt'lluKa otDFoBaP'I lta 45'lcrKBartr4rrtra lra

or{el{rrBalr€) 14 KJracrq)aHe no o(leprpanara OfI:

o
n
N9

AHaroMo-
TepaneBTur{
eH KoA /ATC/

Mexgyxapogx
O HENATEHTHO
HAUMEHOEAHT,I

e /lNN/

IleKapc rBeHa
SopMa

Mf,pK
a

nporH()3Ho
KONHqECTBO

(e nocovexara
unpxa)

'ftproBcKo HauMeHoBaHxe
npxrexarefi Ha

pa3peu.reHrreTo sa
ynorpr.r6a

Cpox na
roAHocT
or nPY I
roA14HH

2 3 t 5 6 7 8 9

I 101 CB01 Etoposide napeHre paflHa
mg 120 000

tltoposide Accord
Concentrate for
riolution for infusion

Accord Hea thcare
Limited, O6r:guHeHo
Kparcreo

3. oQepdara Ha yqac,r,Hr4Ka ,,MCCAPMjA\\ jA,q

yqacrHr4K'br e orcrpaHeH Ha ocHoBaHile qJr.70'7,

Kovrcuarq npr4KrrortBa Hercro.qrloro crA

oTBap.qHe Ha ueHoB14Te |lpe,4IoxeHI4.s
10:00 r{aga.

He ce paslJlex.ua / r'ail Karo
.n 'l rtnoTrTr RTFoDO oT 3oll .

D:.on^HTla 1^ H:.CpOr{Ba

Ha yrJacrHI4uI4Te / 3a
c.[e.uErarlloTo - 3a

31.01 .2019 r. or

Ilnratr nrr a .
f\vrvjyf uyr7l .

T-lnn nnnrrIJs/_{usAo IsJr.

TT-^,,^-^.AJISNUDU "

FY|-l F-L
, AlrlqY?
E L./ L /
tii - |AAF.'I.lAH<vr'\
=[ovZ! ., *\
n,, t i.i
O<F-..f c.iF
tJl '. lr<lF- !-{ --fot<, FjHJ-),t-t\+i--r hi P
F H,.ir'rY
i> l< Fi
H }Fq
4^'AA\--mnE

V;Al.] Fr

Tl Cmn qqap: /

t/t t^TT^nAEa /
,ri +v/.{vrvgg/

ll llatlln^pt /



ilPO'IOKOJI N! 3

,[Hec/ 31.01 .2.079 rlo.q]4Hal B 10:00 qaca/ n ,,1{Oll-Eyplac// EOO,[, Ha a.qpec
rp.Byplaq, 6yn,"CteQaH Crav6oloB" Nq 73r n Xnpypr,r4rreH Kopnyc Ha YMEAJl-Byplac
AA, er. 7, c,t .4, KoMvrcr4rr B c.bcraB:

llpegceganer: .{apuHa Cro.qnoea - rrJraBHa Me.ar4l-lr4FrcKa cecrpa, ,,KOU-Eiyplac// EOOA;
9leHoee:
T T/n'.' r - T^ n^^r . vLpvLna r v.r1upoB3. - MA.I1I4CT'bp SapUaUeen, yflpaB]4TeJI 6OlHz.rHa a|ITeKa Ha KOII-
Eyplac;
? flo: u: fTamnar.,--I--Ja - npaElocrroco6eH opr4cr/ no ralr.20, ail.4t r.3 or 3Oll ,

B I43rIbJrIleHI4e Ha 3anoBe.4 Ne 2I or 17.01 ,2079 rre.qr4Fra Ha Vnp;:emrenx Ha 'KOU-
Eypr,ac" EOOI] , ce ct,6pa Ia npo.tr'bJrxr4 cBo.qra paoola no pa3r'Jrex.EaFre / oueH.qBane
r4 KJIacI4paHe Ha rlocrrbrt]4Jrr4Te oOeprr4 3a yrlacrrle B orKpr4[,a ]lpoue.uypa ga
B'b3JIa|aHe Ha o6qecrBeHa flop,br]Ka/ c flpe.qMe,r: ",[ocraBKa Ha Tpu JIeKapcTBeH]4
npoIyKT'a 3a rlertel{I4e Ha oHKOJIorrI4r{HI4 3a6oJrF;.BaHyrfl",

lJnnrren\/nam^r-.*
- PeueHre Ns

- O6ge,reHue
unOBnaEC

flpegcegareJLqr Ha KoMvrcvrs.lDa [poBepr c.L]craBa Ha [p]4cbcr Barlure vr orKpr4
3acelaHl4eTo "

Ha sace.qaHl4el'o Ha KoMI4cllAATa He [p]4c'bcrBaxa npe.qcrraBrtTerru Ha yq6,crHwrJwre.

A. KourcTraea otrBaprr/ onoBectrrrBa m rronrrrrcBa Aonycnarrrtre go or{enrrEane yr

KJracI4PaHe rlerroBu oQeprr,r r Eo peEa Ha rrocE'rBEBaHe Ha EpeEJloxerayrg[Ea t{a
yqacr[Hu14%tre.

1. ,,MEIEI(Cu OO,q/ - BX" Ns 01/15.01 .2079 t., 11:00 qaca
Kattttatnqma o nnT!\vlv!v!evl.!!4 - A-JycHaJIa npeIIJIOX{eHI4erro Fra yqaCTHr4Ka JIO OUeH.rr.BaHe 14 KJraCr4paHe
fI- -TTonIJATF: ndronrzn:u: (llt rt rTA*-HOBOTO |IpeI{J] OXeH}1e 3a Herr e:

CpoK Ha

roAHocT
or nPY

B roA[Hl4

2 016

2. //+boHtlKc €APMA/' EOOfi, BX. Ne 02/16.01 .2019 r,., 10:00
Kor,fiAcutrra e .EonycHaJla r1PelloNetll4ero Ha yr]acrHI4Ka .Uo oqeH.c.BaHe I,I KJIacr4paHe
ft- a rTe rTH: rn: oriranrzn: u: C)fT rz rro*_HOBOTO npe.trroxeHr4e 3a He.q e:

Etoposide Accord
Concentrate for
solution for infusion

e perrr4crpLrHaHa B AOn
36/01 .I2 "2OIB r. , POll
e POI Ns BB21 348, ry6Jr.

N, 2018/S 2t.38-54325'7,

no.4 Ne 00232,-2018-40I2 / orKpr4r,a c:
Ne BB2 34'7, ny6r.Ha I0.12.:2018 T.,
Ha 10.L2.2018 |.

ny6n. Ha II.I2.20IB rr.

? OrfionnJ mr

o nmamn^HoH Ha ocHoBal{vte
,,MCaDAPMA'\ A,E He ce
.rn.107, T.l/ [pe.qJ].

paSrJrex"Ea, T'bIA KaT'o yqacTHI4K.bT
Rm^n^ nm ?OT-l

TbproBcKo
HAhNIEHOBAHilE

Teysuno
Capsule, hard

l-.leHa c MC 3a

noco\teHaTa
MFpKa B Kon 5

Nordic Group B.V.,
HhAepnaHAuff

l-{eHa c AAC aa
nocoqeHara

MFpKa B Kon 5

101 CB01
Accord Healthcare
Limited, OOe4uneno
Kpancrno



E, Korvv lcvlf,tl.a nprtcrrbnr4 KtbM paBrJIexAaHe rdeHoBtrre
Tlnollorrqp: -a crbotrBelrlcllBl4erlo WM C UrBrICKtBa}l'etrO
.4OKyMeHl.EUr4ATa - |Ipe.qJ]arraHTrTe eEwHwuHrA r_leFI].I

NPOIYKTI,{ .EA HE HA.qB},I[IABAT C'bOTBETHAT'A CTO]Z}IOClll
2, aKTyaheH KbM .qara 08.01 ,20L9 rr. u ra He
.4orroBopeHr4Te c H3OK UeH .

Kot'uttctnnn4 lrogcrlarrq)a cJreAnotro :

Bcwurcv, npeIIJIarraHIl eIU4t7t4c.Hr4 rleHlr Ha Jlft c'bo!'BetcrrJar Ha yt3t4cKBaHero rra
B'ssroxrtdrs.

B " Kouzdrsna npr4ctttanBa rcrEM paBrJrexflane w ctnocEaBrrEre Ha r{eaoBrrtre
npe,qJroxeHt{tr rla yqactrHurr{'Itre / 3a npeu,eFrgBaHe rTaJTvr4vreTo Ha ocHoBaHI4e 3a
np]4rarraHeTo Ha un.'1 2/ ar.l or 3On Ha ,qorrycHa'I'r4tre ,qo or{eHrrBalte r Knacr4paHe
oSeprz.
Korwi rc'ut'{l!4 KoHctratrrdtr)a / qe 3a npe.qJrarraHll're or yqacrlrr4r-U4Te Uelll4 Ha JIll He
B'b3HI4KBa ocHOBaHI4e 3a IlpI,lJIaf aHe Ha IA3IACKEaHr4.qTa Ha uJI .-J 2t aJI .1 Or 3Oll"

f . Kor.orclrxna r45Brlprrrrea cJre,qnollo KJracl4pag€! 11a 11pe,qJroxe6J/rf,13a ;1a yr;Iactr11yfi+%1pe /
lgonycHaltl'f llo oqeltrrBal{e ur KJracr4paHe:

on
Ne

AHarpMo-
TepaneBTFqeH KoA

/ATC/

Mex4ynapogno BenareHTHo
HanMeHoBaHue /lNN/ MnpKa

1 101 gB01 Etoposide ms I AUOHUKC

101 qc53 Tegaf u r/g i meraci l/oteraci I

DDD 1tabl.(20 mg/5,8 mg/

-- 11,8_!$L-_

Kot"twcvgta npe.qJlala Ha Bb3lroNzrcra, KJracT4paHl4're Ha tr%pBo
6r,.qar onpeIIeJlerftr. za rt3r:-l';r:r-rlTeJlr4 rro cr,orBerlHll,re o6oco6egyt

MOTI/RI/T: Kn;r aLr.,AuIrtra Hi frrLr)Ra r/cTarA \/u:-rrrrTT/TTiA  tF flAE-anom ut'.:1_t:j|t-j)__ ..-r.-- MUCTO yqaCllIIl4LlIA O'I Ia ORaptlf Hd vrsy..e r\odlryrA'ld 3a
JII4qHo c'bcTotIHI4e / noc'IaBe]ll4 orf B'b3IoxI4T€rJr.q, flpeICT'aB]lJIyI Ca oQeprr / Kor4To
ciborBercrB;rr Ha['bJrHo Ha BCt\\].KtA vr3rrcKBatHrLfl. tlo rlpoqe.qypara, OQeprmre Ha
yrlacrHl4l-ll4Te/ KJlacl4paHr4 Ha n'bpBo M.qcro/ cT).q.bpxar uarz-HrLcKyrre [p€).qJ]oxeHl4 l_leHr,{

3a BC.qKa OT.4eJrHa HOMeHKJraTypa JreKapcTBeH [poJ]yKT.

rlpeAJroxeeu4'r Ha yqacrHr4llr4T'e,
rla Bosuoxt,tueta, rocorleHo B

Ha oQepnpanzre JreKapcrBeHt4
Ha c'brlzre e IIJIC / npr4JroxeHr4e
Fra,[Br4u]aBaiT KbM c.bIIIaTa IaTa

M.qcTo v]qacTHt4.LJu .4a
r103uuv.r4.

u Ir3B'bprIIeHOTO KIIaCIZpaHe KOMI4CI4'{Ta
rrn#mn nna n:r E i llrrJuAla!u,3e.qHo c tlpoT'oKoJtI4Te

OT YI]ACTHVTLIIATE UA BU=NOX}ITEJI'I - 3A

Kottwcus,:

rI^^ n^^rlys/\usl{q IsJI t

VreHoee:

npr/Krror=iBa cBorrT,a pa60Ta r4 c.bCTaB.q .qoKra.q/
oT 3acenaHil.qTa crA t4 noJlyqeHTrTe IIoKyMeHTr4
E?pr/iHA Hr narrlcH14e,

/ .{. Cro.aHona

/fA ,l-aranapa /
| 'L. L\'+avyvDsr

/A.lleTpoBa/
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