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ce cKJMrlI4 HacTo.'Illltf.cll .4Or'OBOp, 3a CJIe.qHOTO:

I.NPEIMET HA IOIOBOPA

1
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H

1 . Bb3JIOXIITEJIIT B'b3rlara, a I43I1bJIHI4TEJI9T ce 3
KapcrBeHzr npo.EyKTIr I :r.apvlua:r-vl no ,4oJIy "croKI4", c
caoF.l.J.J'Ils. JlofoBop/ KaKTo cJIe.4Ba:

,q'bJrxaBa .qa .qocTaB
rJIacHo ycroBl4.qra H

Ne

Axarouo-
TepaneBTItie
H KoA (ATC)

MelqyHapoAHo
HENATCHTHO

HaulreHoBaHue /lNN/
JIeKapcrBeHa SopMa

KonurlecrBo Ha
ATUBHOTO

neKapcrBeHo
BeulecrBo (MepKa)

pqrH03Ho KonuqecTEo
e locovexara mnpra)

EAUHIr]Ha
qeHa, c.qAC

1 4 5 7

1 AO4AAON Ondansteron solution for injection 2mg/ml-4 ml 3000 2,11 ne.

A AO4AAOS Palonosetron solution for injection 0,05 mg/ml-5 ml 't0 128,98 ne

,2. llpr4 rgn'brHeHl4e Ha cKfiIor{eHlz.q .uot'oBop' Bt3roxzrte,
aABKll nO T',bp|oBcKo HaI4MeHoBaHile 3a JIeKapcTBeHlil

^TarFa Ha nonARAHA Ha e^ qRK:n: rhrzrrrzntznem R I-IoBI4lt'14BrrvAsseaae J4.LuL\sLs I

.sT ilIe 3f OTB.S CBOVTT

po.qyKT / KoI4TOr Kb
:]l.s JreKapcrBeH cnI4c'L,
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1.2. llpr4 I4gn'brHeHr4e Ha cKfiror{eHrz.q .Eor'oBop, B'r=loxmte;[xr Ue I43rorB.s cBoilTe
zaABKu no rybploBcKo Har4MeHoBaHtae 3a JIeKapcrBeHIz flpogyrctmr KoI4To / KtM

.qaraTa Ha no.EaBaHe Ha 3aflBKatraf oI4r'yp]4paT B IIoSvrrEvrBFil.s JIeKapcrBeH cnl4c'L,K

- flpr.noNeutte 2, 
i

1.3. Tlgr,oT,aeHmre or B,sg.noxunens nrAcMeHI4 3asBKI4 ep .qocraBKa IIe O'b.qar

t4snpauaH]4 Ha Vlznvnnurenn Ha oaxc Ns 02/91-1 55 38, p Koero ce rapaHT]4pa
noryr{aBaHero rAM Ha ,qarara Ha ll3npaqaHero vr u3n'bJr:H-euzpto I4M B .qorloBopeHl4Te
r:noKoRe no .n-4-1. tt,t.4.3. 

I

! .4 . Korr4rl(scrBara 3affBeH!4 croK]4 rIe 6'a.qar B c'borBercf ene c peaJIHI4Te Hyx,ql4

Ha JrgYcunvlu saBe,[eH]4e. l

l

rr. uEHI4 m oEilIA CTO'IHOCT HA IOCTABKI4TE ncl IOf OBOPA

2.I. Ilenata Ha BceKI4 JreKapcrBeH np
onaKoBKa / 3ac['paxoBKa lA TpaHCnopT' t

xpailnun noJryrlareJl - 6olnz.rHara anreKa
2 .2 . I-leHara e Qr,trcrpana n He no,EJTex

.qoFoBopaf ocBeH npl4 B'bsHI4KBaHe na o6
301I.
2.3. llpz HaMaJI.EBaHe Ha qeHarta no
EpaBrrJraTa .r4 pe.qa 3a peryJII4paHe 14 pe

YA "!



3 . j . floc.'na cna.r'a ri: rmrzna _ /-r-/rtraBeHa C,bfUIaCHO tA34vvrs!lrers
Ba:H.vr'.Ta Ha 3.4IC rA

nnnrTt/T{rFT,{ - nedrcnaqmH:m: ITAH:l HaCT'bnI4JTO OT.qeH,q Har rtJvAJ r\ L /r +vrrq t

Ha }'l3flEJIHyIllEJLq .qo lKpaIAF,lAfr. cpoK 3a I43n'bJIHeHI4e Ha ,q

6eeycroeHo lqe 3anJlarqa reKapcrBeHil.q npo.EyKT Ha ['a3
]IATATA HA BfiJ43AHC B C%JIA HA KOHKPET'HOTO PCUICHI4E.

2 .4 . llpr,r lrr,erp[reHa il nptlera .qocraBKa Ha JleKapcrBeFITl
ueHa/ :H'e3aBilcuMo or MoMeHTa Ha KoHcratrI4paHe Ha

WgnronuuteJrflT n'bJ.uKu Ha Bt3fioxrttreJr+ crolzHocrra Ha 3aB
2 .5 . flpolHcrsHara o6ula crotZHoct Ha .uoloBopa ce onpe.u
6ee IIC.

] ] I . YCJIOBIAI VI HAUUH HA IIJIAIIIAHE

3.1 , flraqaHero no :r.actror.nJvrff. .qorroBop ce oc'blqecrB.qBa
crpaHa Ha .B'b3JIOXYITEJLq, no nocor{eHara B Hacro.qilIl4.q ,q

Ha lI3fl'bJIHVITEJIfl.
3-2. 3an,naqauero Ha croKI4Te no .EorroBopa Moxe .4a ce
60 (uecl.qece,r) KaJIeH.qapHu !,HIAt cJIe.4 14 3BtpuBaHe Ha .qoc

nIl3IIC/ c'bJl'bpxa tA peKBvsuav ornocHo naprll.EeH HoMep
Ha FoAHocr z HoMep Ha paspelueHl4eto ga nporax6a.
3 .4 . ,[ocraercara ce cqnaa 3a ]z3a'bpueHa cJle.q n
nhrrArr^ ma nalr ^ntia .m Vnn: nrz.ngng Ha 6Onuf .f natalr}/vrv!]q

y.EocToBep.sBa nplA eMaHeTo Ha JIeKapctrBeHI4.E npo.qyKT B

,neqe6noqo :laBe.qeHIAe .

3.5 , Bc.qKa .uocraBKa Ha HoBa naprm.4a or JIeKapcrBeH
ce Epr4.qpyxaBa c .EoKyMeHT (ceptzomrat), c'b,4'bpxau H

npoilSBo.qcT'Elo ]4 cpoK Ha rlo.EHocT'I Ha JIeKapcaBeHIAA npo.uy
3 , 6 . 3arsnrnenrzero Ha B'b3roxIlreJ7fr 3a 3anJlailIaHe Ha Bc
cJre.q r4gB'bpulBaHe Ha nocoqeHt{Te B r.3.4. geitcnelr,n.
3.'7 . Kolaro I43I'bIHI4TELST e cKJrIorlIzrI AoroBop/I
Bb3JIOXI4TEJIIIT usB'bprllBa nJIaIIIaHe KtM HeFo / cJre.U Ka

.EoKa3areJrclrBa / qe I43II'bJIHI4TEJLqT e sanJraT'I4JI Ha

tA3n'bJTHeH]'/ITe OT T.sX pa6OT'I4/ KOIITO Ca nprerl4 no pe.qa

4.2 " 3a rco;nra.recrBa, .qocraBeHlz t{38'bH 3a.qBKara no r " 4.
3AJI'bJIXEHilE 3A flJIAilIAHE.
4.3 - flpvr e'az:r.wKHaJta Heo6xo.[%Mocrr rtaB'lorl cpoKoBere
TIgnsnHrare.n;rs e ,qJl'bxeIl .qa oc'blllecrB14 .qoctaBKa B cpoK
OT NOJIABAHCTO ]2.
4 .4 . Crorcltlce ce rocraB.sr e 6orH%r{Hara anreKa Ha "KOU
4 .5 . Pv crcsr or cJIyr{aIZHoro nolul BaHe uJrw noBpex.EaHe

V. 3AIbJIXEHI4,S HA I43NbIHI4TEJ]'

5-. I,I3IIbJIHI4I|EJL{T ce 3a.E'brIXaBa:
5. 1. B cporc go 1 pa6oreH .EeH .4a norB'bp.4% noJlyqaBaHe
na B'sgnoNrlrerrt. na Qarcc 056/81 6656.

aAan-BapgHe Hd ()(})eP'-L'a rna

roBopa I IJT,3JIOI(I4Ter-qr
no-HI4CKa l_leHa / OT

CTBA C'bC 3AB]4IIICHA
TOBA OOCTO,qTEJICTBO,
HI4eTO.
fl Ha 6349,83 neea,

A:uvno nnaE/CA OTIvvJ
FnR^11 6a HT{oRa cMeTKa

3B',bpuBa orJIoxeHo, .4o
BKATA.

Ha Me.E%KaMeHTa, CpoK

CBAHE HA
nmaka -lrrvl\9, v

HI4qHatra

A - ,.-.,^ -$,q^ryPa vr

KOeT'O Ce
anTeKa Ha

IV.CPOK 14 M,gCTO HA NOCTAB,EHE

4.L. Bc.qKa or.ueJlHa .uocraBKa/ rtpe.qMer Ha Hacrosutafr A oBop, cJre,UBa .qa 6s.qe

.qocraBeHa B cpoK .4o 10 (.ueces) pa6otutz .qHI4 cJle.u noJly na

Bb3IOXITEJLJI v za KoJtzrtectrBatra' TortHo oEpe.EeJIeHI4 B He

po.4yKT I 3 a.E'bJIXr{ T eJrHO

5q IO!qId nqpMarlil.c

K: n-/-meFT{a R+.qHI4KBa

3a no,EI43n',bJIHeHlle,
6r.ne.F nnerTcraReHI4

AlrzrbJrHvrtrens / vte 3a
mA6

Rrl-?TTOXI/TtrTI9T ngua.l

nepI4o.q]4r{Ha .EocraBKa /
o 5 (ner) pa6ornn .unz

Rr rn n: n /'E'OO TI
svv-.

Ha croKr4Te np
B%pxy Bb3Ji(lXt4TEJI9 or MoMeHTa Ha npl4eMaHeto lzM Ha M.E T'OtrO Ha .qocTaB.qHe, c
r43.UaBaHe Hil npleMareJIeH onvc.
4 .6 . Kolaro I43nbIHilTELST e cKJlIoqilJI goloaop/tt 3a E

Ha no.El43rl'bJrHlz-relrvrae ce np%eMa or Bb3IOX7ITELS
IA3|I'bJIHWTBIU4 u no I'tr3n'bfi Ht{Ter.q .

3rI,bJrHeHr4e, paOorara
B npfic'bcTBl4eTo Ha

Ha nr4c



cqeroBo.4crlBoTo 3a KopeKI-u4.q Ha IleHaTa B cpoK .qo 5 flCfF ) NA 6(-)THT,4 I|HIA OT

.qaTaTa Ha noJlyrraBaHe Ha I4cKaHeEo 3a ToBa oT b'b3JIoxI4 g

V]. 3AIbJIXEHI4,S HA Bb3IOXilTEJl,S

5 -2. .[a lz'3r'paru ntlcMeH orKa3 , frPV HeB'b3MoxHoctr ,Ea

B'b3rox reJIfi, B cpoKa 3a vISn'bJIHeHI4e Ha .uocraBKara.
B'bgroxl4Tergr ilIe lAMa npaBo .qa 3aKynl4 orKaSaHilTe JIe

,4pyn .4ocTaBrrr4K. Pag.nu xara B lleHaEa Ha JIeKapcTBeH
,uorroBop v Ha EpyTufl EocraBr{r4K(KorraTo e norox%TeJlHa
or yI3n'bJIHvrreJtA Karo Heycro%Ka.
5 .3. ,4a .uocraBl4 3a-EBeHIlre croKl4 B .4oloBopeHlzg
JreKapcrBeHa Qopva (npauaN, pa3oacoBKa/ onarcoerca)
Kp avIHvI A noJlyrlaT eJL
5 . 4 . Ia npe.qa.Ee croKI4Te / naKerl4paHl4 lA MapKI4paHuI
KOJI]IqECTBO I4 KAI]CCTBO, HA M,SCTOICO HA .qOCTAB,CHE.
5 . 5 . 3a rzgn'bJrHeHtae vzI/rcKBaHI4ETa no t .2 .4. or
TlgnsrHtarerqr ue 6'u.Ee .uJl'bxeH .qa 143.4aBa Heo6xo.qmr"lut.s

6 - Bb3JiOXI4TEJLf,T ce 3a.E'bJIXaBa:
6 .I . [a no.qaBa nr4cMeHara 3a.qBKa 3a AocraBKa KtM U

onpe.qeJreH e t.1.3. or Hacro.qqI4s .EorloBop.
6.1 . ,[a nprreve .qocraBeHilTe B cpoK ]4 Ha M.scro croKl4/
KOJII4qeCTBO fi Kar{ecrBo Ha on caHoro B Hacroslqil.q .qorroB
6.3 . .[a sannarr4 .qocraBeHure croKul no pe.Ea sa r.3 or

VII. KAqECTBO/ IAPAHUil,q I4 CPOK HA

7 .I. Kgtvt .E;araTa Ha .qocraBKaTa/ ocTaT'brlHlz.c
npe.EMer Ha Hacro.qulra.e .EoloBop/ cJIe.qBa .qa 6'r.Ee
npoueHta) or oOneeH .tI or rrpovrSBog:zrefi.q.

yISII'L,III{VI SasBKaTa Ha
cJlyt]ar4Te Ha oTKa3/

pcTBeHr.l rlpo.qyKTI4 oT
po.uyKT no HacTo.Er!r4s

r4rrr4 Ha ) ue ce .q'bJrxr4

OK VT B SA.qBEHATA

.4a TvI npe.4a.4e Ha

B C'bOTBCTHI4-q BI/IA,

HacToEruI4.c,qorroBop,
r{\/MeHrF no 3a KoHa 3a

,bJIHI4TEJIg NO HAIITIHA,

TBercTBaut[ no BvrA,

cTo.qilIr4.s .EorroBop .

CNOK H: rro.EHocT
He no- KOT

Ha cToKI4Te /
?n2 /mnrznocom

-7 .2. B cry.rarZ Ha .EocraBKa Ha JIeKapcrBeHI4 npor
.qorroBopeHr4rr cpoK Ha rro.qHocr , W3truJrutttrefi.sr 3anJlaua
ce B npoqeHT B'bpxy ctorZHocrra Ha .4ocraBKara/ KaKTo
an ?9 9Q* rra 20* - 1n* Rqny\/ r-.notZttocTta Ha .EocTaBKaT-JrJJ o +\v avu tvu uuuz>J

on 19,99% lo 10? - 30% etpxy ctlolzHocrra Ha .EocraBKar
nog 10% - 40% B'bpxy crolzHoctlra Ha .qocraBKar

V] I I . OTIOBOPHOCT 3A HETOqHO 
'43IIbJIHEHI4E 

.

trIA C no-KpaT',bK OT

eycrorzKaf 14gpa3.qBarqa

KJIAMAU14YI

8.1. Bb3JIO)OITEJIBT laoxe .qa npe.4gBil peKrlaMau%%

a) KoJIfiqec'r'Bo I4 HeKoMnJIeKTHocr Ha croKI4Te
npe.q il H14TEJIg

wJTVr 1I'exH r{ecKaTa nnk\/\/aHmaTTT/q

( sznw He.qoclgarybllil ) ;
6) KaLrecrBO (crcpvrw He.qocrarb4ll) :

- npv .qocraB.sHe Ha croKtt He or .EoroBopeHilq
HacTo,qulr4s JIoroBop i
- npv KoHcrarl4paHe Ha .qe@eKTr npil ynorpe6a Ha croKtzr
8.2, Perc"nar'aaqvu Ba frB:r'\A He.qocraryblll4 Ha croKl4Te ce
npe.[aBaHero r4M or Bb3J]OXI4TEJIE Ha il3nbJIHyITEJlfl/
nporoKoJr/ rlo.Enl4caH or .qBetre crpaHl4.
B .3. Percnauaqr'tut 3a cKprarvr He.EocrarybuI4 ce
lo.[HocT FIa ,qocTaBeHilTe cToKt'I I Katro
3a,4',bJIXI4 TeJTHO OT KOHCTaTilBeH npoEoKoJI .

npaB.sr
peKJTaMa

nocorreH r.1

npaB.cT B MOMeHTa Ha

a KoeTo ce c'bcraBg

npe3 rJeJruF cpoK Ha

.ET'a Ce npll.qpyxaBa

fi A n\/uo HT4nA

8. 4. Bb3JIOXI4TEI.ET e .4JI'bxeH .4a yBe.EoM% rrffcMeHo I43IlbJI TEJLfl 3a ycraHoBeHfiTe

.ueOeKTr4 e -15 (nerHa.Eecer) .qHeeeH cpoK or KoHcrarl4paH o t4A4,

8.5. B peKraMar\uure ce nocorlBa rorlHotro KoJII4qecrBo H

rex]Jvrs. nap[IA.qeH HoMep/ ocHoBaH]4ero 3a pel{JlaMatJufr vr

Bb3JIOXI4TEJ],I] .

AHKNAMH-M



I43IIbJI

cMerKa cToKa/ oErloBap.EIIa Ha usvrcKBaHl4.aTat wJTra no np
- .qa B'bpHe c'boTBeTHaTa rJacT oT 3anJIaTeHaTa qeHa.
8.8. Izls6op'r,r Ha nocor{eHr4te no-r1ope BtsMoxHocEI4 - ,qa
I{ACT OT NJIATCHOTO , IAIII4 .UA CE ,qOCTAB,'IT' HOBI4

Bb3JIOXilTEIIfl u ce yrpaxH.EBa or Hero no.q Qopuara Ha
tl3llbJIHtr4TEJIti, Karo pa3xo.Evrre rz pr4cKoBere r]o HoBotI'o .u

ua TI3IIbJIHIAT'EIIA.
8 . 9. Percaalaupanmre croKur ce c'bxpaH.qBar or c'botrBerHL'I
ypex.4aHe Ha peKJlaMa\unre -

8.10. llp:'r- il3Telr.sHe oE r,tproBcKara Mpexa Ha
JIeKapcrBeHTt cpe.4crBa / KoJIIlqecTBolI,o vr BrAAa Ha c'bl4%T
f i^-- 

-,,-.^^ - -.vlSn'bIr}tutreJrrtt B e.qHoMeceqeH cpoK 14 3a HerroBa cMeTKa.
8 . 11 . tlpw He%3rrbJrHeHr4e Ha sa.E'bJIXeHI4ero ga .Eocr
-nA? pa T/Trlnqnqr-..--ATeJtHT .E'bJIXzI Ha Btgroxl4TeJI.e HeycroIZ
ap" B'bpxy crolZnocrra Ha Her43n'bJlHeHoro / Ho He

HeycrorZrrzre no r,7 .2, tr.8 .11 . , r.8.I2. vrlrvr Ha 3aB
]JactrofrxJvr+ JlorloBop oT .E'bJIXuIMtlTe K'bM tI3n',bJIHIlT'eJI.E CYMIA

or rlapaHr]vqrtra 3a ao6po t{3n'bJIHeHI4e,

IX. OTIOBOPHOCT I]PI4 HEI43I]bJ]HEH

B . 6 . llprz peKJraMaqm A sa ABr^:,' . He.Eocrarbulz /

.qHeBeH cpoK or noJryqaBaHe Ha peKfiaMauI4.FITa
cToKa/ oTrloBap.qua Ha uSItcKBaHuI.rITa.
a ? TJnrr h6?n.r,y-,.".*..[aqil.q 3a cKpt ru He,uocraT'btI]4f
,uHeBeH cpoK or noJryrlaBaHero Ha nporoKoJla no

9 . L . |Iptr HeIz3rI'bJIHeH%e Ha .qoroBopeHtlTe
I43nbrHrrrerfi, B'b3roxI4Ter.qr u}i4a npaBo .qa
yBe.qoMJleHr4e .EO lA3n',bfiHzrreJ7fr. | 6eg .ua My
143fl'bJlHeHUr e Ha KOHKpeTHOTO 3a.U'bJIXeHile I Karo
lo6po %sn'bJIHeH%e.

x. IPytI4 yCJIOBI4E

nporleHTa ) oT cTorzHocrra Ha He%3nbJIHeHI4erO / KaK
nperybpneH%Te .qerzctBtrreJlHl4 Bpe.qil / B cJlyrlaItTe / K rraTo Te Ha.qxB'bpJrt{T
n^r^R.rneHerF HeVCT'OIZKa.
R 1? llnvt HFrTlqrTT-ilHaHT/cnn H: qA nr-ryaHT/amn eA nnaTaBKarllrvr rr\,vrJr JsA uur,l\v]r,rv r v Js Avv

IOTOBa .EO3ilpaHa JreKapcrBeHa @opr..ra (xpaeH npoayrct )

neycrorZra Ha Breroxzrens, B pasMep Ha 3O% (rp
ceofinoctta Ha HeI43fl'bJIHeHI4ero.
8 , 13 . Bsg.norctarer.qr vrMa npaBo .qa I43B'bptuI4 no cBo.q r

il3nbJrHm
3A CBO

CHIIETO
no ro3I4

np%xBaulaHe Ha
no r.2.4 , ot
.qorloBop, I4JT\A

cT e nnrhlr<FH n 14
cMeTKa .ua .4ocTaBIr

tr.TTCT e n.nr-v(eH e I4
Ia .qocraBr4 Sa cBo.q

rleHKa Ha Bb3JIOXI4TEJIt

cA RLnHe r-T.n|FReTHaTa

KU - npvr Ha.qJrex Ha

cMeHo yBe,uoMJreHure .uo
CTAB,SHE CA 3A CMETKA

KpaeH noJlyrla TeJI , .qo

onpe.4eJleHa napTT,r.qa
ce B'b3cTaHoB.qBaT oT

Rk: R r)nnF nF fleHt4Te
R neqMen HF O '72 Ha
oBeqe or 1O% (Aecet

14 o6e3rIereHr4e 3a

E: qREHATFA I4NHT{NETHA

14gn,brHrrrer.qr .qbJrxlr
-^^''^''-. \eceT npoqeHTd/ oT

HVrfr OT CTpaHa Ha
orroBopa I c nI4cMeHo

n'bJIH%TeJIeH CpOK 3a
HA.'FIJETFA TTAN:HIIT4ff 3A

npilJIaFa .qe14crBarloro

aKo B pe3yJITaT Ha
CBv L'!J / rrvHennenBT/neI{T/ .)6.m^qnar.TRe R,b3HI4KHaJIIlrrerrPvAuvrAvlrvr !vurvr!st

c'bcroAHr4e JIa m3nbJrHw cBQvrre 3a.EBrxeHI4.s.
10 ,3. Bsgur,rxna.nfiTe Mex.qy crpaHl4Te cnopoBe

10. 1. 3a Heype.EeHr4Te B'bnpocl4 B

6T .nlapcro BaKoHo.4areJlcrBo.
1,0.2. Bss,noNzren.qr Moxe ra

HacTo.ErIr4.E

npeKparil

.EaBa
3a.q'bpxr4

.4O11OBOp

.uorloBopa,
CJIEI CKJI

T/Fn- rrrr'm^ nd ' rn aalhua v v Fnnrzdnoua dtrn rr
- 3d vlSI!DJLnvLLYJld . f P.VV9,V\^t n.^.tvIJyvJrnnst vJrt. MOKOBCKO

KOMneTeHT}{r(fr. C'.bA B rp, byprrac.
L0 ,4 . A.qpecilTe sa KopecnoH.Ee+rJu+ Mex.qy crpaHilTe no
KaKTO CJTe.qBa:

sa Bsg.noxrre.n.g : Fpa.q Byplac/ 6yl . >>CreQan Ctav6on
T4r-rr-rFr\./at Ha MEA.fT-tr'\znF:. ATI - FrFelK 7 - .ne.n. /rtrarcC 05
^vyrr/ 

LrDnrL DJYLqe Lt4t tver./ Ye,

arireKa.
10.5. Bc.qlca or crpaHu tre no Hacro.sullz.q
yBe.qoMr4 .qpyFara npw npoMEHa Ha a.Epeca

no tro3 JI Bop ce pe[IaBar npe.q

HACTO

B> N9 J3,
816 656

IIOCe" Ns 2Jl
X pypr"4.reH

.qo11oBop e

- EorHr4.rHa
edoi

CVI. B E r4BeH CJry



%3rlpareHo (]'bo6rqeHe ce cMgta 3a [oJIyLIeHO, aKo e y1

nocor{eH a.qpec 3a KopecnoH.qeHul4s.
10 . 6. Bcsna oE crpaHr4tre no Hacro.sulrl.s .qorroBop
pagnpocrpaH.sBa l,rHSoprlcaqlrfr. 3a .EpyFara crpaHa, craHaJr
no noBog %:3flbJIHeHr4 ero Ha .qoloBopa. tr4HQopuaqrara Eo
BKJrror{Ba u o6cro.qrefic['Ba, cB'bpgaHI4 c rybprloBcKara
nporiecr4/ rlpoeKTrl vtJrvr QI/HaHCTA Ha cTpaHvltre uJru Bb

11.1. .[olonopot rJutea B culra or .qaratra Ha cKJrroLrBaH

01. 03 .2016 ro,qr4Ha.
II .2. Hacrosulr4.Etr .qorloBop ce c'bcraBrz B .qBa e.qHoo6p
e.qr4H 3a BcrIKa otr cTpaHI4Te.

r43oopetreH 
't, 

noJregH]4 Mo.qeJrr4 vrJrui Epyrw npaBa or n 4 XapaKTep/ cB'bp3aHr4
o He ce npl/Jlarra noc r4gnbJrHeHr,rero Ha o6uecreeHara nop'bLrKa. ToBa npaB

orHouIeHI4e Ha 3a.q'bJrxr4TeJrHara zH0oplaauz.q, Ko.rrro oxtf TeJIST cJIe.qBa .qa
npeAcraBr4 na AleHqzara no oOqecrBeHr4 rropbr{Kr4 cbo6pa HO PeIa, npe.EBr4.qeH B

30n.
10 . 7 ,3a BaJir4EHu 6aHrcoer4 cMerKr4, 3a rrJrarrlaHr4n cB'bpga
ce cM_rITaT:
3a I4z n'bJrHrrreJr.s: EAHKA !CK, y.n.Mocrcoecra 19
BIC rcoa SI]SABGSF
rBAN BG73S'TSA93000012219515

XI. 3AKTIOqYITEJ]HYI PA3NOPEJIEI4

ATCHO HA NOCJICIiH],'Ifi

qr nT.nT(e Ra ne He
f^ rrEEAdmua nhr/ uJIw

pe.4xo.qHoTo 143per{eH14e

itttoc,t, TexHtlr{ecK%Te
Bp'b3Ka c Hoy-xay,

c HacTo.qllll4.s Ao|oBop

o; My u e c'bc cpoK .4o

?HVT eK3eMnJr.Epa - no

@

wt [,al:



EXHT4qE CKO IPE,qJIOXEHT4E

Eo

,KO

rp.

'ISTItsJIHEH'1E 
H

CT: ME' TI'I'T-\\ ONTT
ttLJL4uLrv vvfl

^,,-^-^u nauru4!1t,u!ut npe.qcTaB.cMe HarueT'o npe.4JroxeHIr

O6pa3erl N 2

-Byplac" trOOI

BYPIAC

rIOPEIIKATA

Ns AIC - ron
l/lexgynapo4Ho

HENATCHTHO

HaIMeHoeaHne /lNN/
IleKapcrBeHa SopMa

KonhqecrBo Ha i

neKapcTBeHo B(

(tuqpra'

14tsHOTO

qecrBo Il porHosHl,l KonhqecrBa

1 5 6

4 ACl4AA05 Palonosetron
solution for

injection
0,05 mg/ml 5m 10

1 - Ilnen.nalarra .naflHTtrma .nOKOBe 3a l4gfl,bJlHeHile:trt/vA'rsr srwrv v,f v4rr'r r v

- nptl nep:zog'vrtlnu ,4ocraBKI4: He floBerle or 10 pae

3a.sBKaTa;

- rlptl B'b3Hr4KHaJra HeO6XO,UUIMOCT l/ ]3B'-bH CpOKa Ha

He noBer{e o'r 5 pa6or:r':,t rnvr or flo,qaBaHe Ha 3agBKara.

2. llpregaalaue BcsKa nrl cMeHa 3agBKa 3a .qoctaBK
6'rge menpaulaHa Ha OaKc Ns 02/971 5538, c Koetro ce Fa
Ha .4araTa 'Ha %3npauaHero vr u3r7'brr:ts,eHI4eTo h a onncann'.

2 r'-^ --^^.-,J. rrp,c,r4urvn€.FlueTo :f.vl e BaJI%.qHo 103 ra"neH.EapHl .q

no.qaBaHe Ha oQeprar T . e . ao 01 . 03 .2015 r,.

.4ara
VIwe vr @anuw,nvta

llo,En'Ic Ha ynBJrHoMoIIIeHoIlo JruILle

TTfi+vHAam

HarzvreHoeaHl4e Ha yrracrHl4Ka

THIA no.[aBaHe

nepl4o.47lrrHr4Te .qocraBKT

Ha Bsg.rtoxutrefis. Aa Ht
annrzpa noJryqaBaHero t)

) no-Fope cpoKoBe.

'4 
OrF KpaIZHm.S CpOK 3a

16 / 17 / 201-5t .

[-p Evimn ,[aHee

He e npr4roxr4Mo
fleqar

ynpaBrTeJr
,,MEIEKC* OOI



IO

.KO

Ilp.

,,MEIEI(C" OO,U

C uacronrqono, Bil npe.qctaB.EMe Haulero npe.qJroxeHtr

1 , llp,e,qlalarrae cJTe.qHI4Te cpoKoBe 3a %3n'bJrHeHIz e:

- npu nep%o.EtfrjHI4 .qoc['aBKrI: He noBerre or 10 p
3a.sBKara;

- trpu Bb3HI4KHaJra neo6xog%Mocr 3B'bH cpoKa Ha
He noBerle or 5 pa6ortl.u !.r'vr ol no.EaBaHe Ha Ba-qBKaf a.

2. llpeSnarlarvre BcgKa nr4cMeHa 3a.sBKa 3a .qocraBK
6T4e zenpaqaHa na (faxc N! 0219175538' c Koeto ce r1a

,4ara
I4yte vt Sanrutua

llo.En]4c Ha yfl'bJrHoMoIIIeHo['o JII4IIe

ln'axaocr
Har{MeHoBaHr4e Ha

YPIAC

TEXHI4qECKO IIPETJIOXEH''IE 3A I43[BJIHEHI4E NOPBIIKATA

O6paze4 ff 2

-Eyplac" EOOI

3A ]IOCTABKA HA:

VI I'HVI OT NOIABAHC HA

nepr4o.ErIrIH'ITe AOCTaBKT4

Ha Bssroxvrreilfr Aa Hfi
aHT%pa noryqaBaHeto tZ

no-Fope cpoKoBe.

or rcpalZHz.q cpoK 3a

6/17/2015r'.
E\arr ,IaHee

JIOI('1MO
1]C YO r

ynpaBrA TeJr
KC" OO,4

[/exAyHapoAHo
HCNATCHTHO

uarueHoeanne 4NN/

yqacTHtl



vePase4 tt J

IIEITOBO IPEIJIOXEHI4E

OT: ,,MEIEKC\ OOI

E

IJnenn:rieMe r:.nellHara rleHa Ha ooepilpaH JIeKatrI/er+,rsf sr.rv
T'BEH NPO,qYKT:

lrlo ATC - xo.q

Mex<,4ynapo4no
HENATEHTHO

HAHMEHOBAHhE
/INN/

flerapcraeua
Qopua

Konilqecreo Hi

ATilBHOTO

neKapcTBeHo
Beu{ecTBo

(n,lnpxa)

l-lporHosnn
KOnhqecTBa

E4nxnvHa
LleHa c

AA\,

1 z J 4 7

1 AO4AAOl Ondansteron
solution for

injection
2mg/ml-4 ml 3000

2.11

TIo

rF

*

I4C



O5paseq 1,1 3

4EHOBO I1PE,qJIOXEH''IE

OT: ,/IdEIEKC\ OOI

TJne.nn:rraMe a.nef,H:m: rrFT{A He OoepllpaH JIeKappTBeH |IpOEyKf :trIJEr+Jrsr urwfv vrleArrsrq +vrrs 4r!4 v--!---!----- ---- - ! |

trlo ATC - xoa

MexqqynapoAHo
HCNATEHTHO

HAilMCHOBAHfiC

/INN/

Jlerapcraena
Soptua

Konuqecreo He

AThBHOTO

neKapcTBeHo
Beu.lecTBo

(nllnpxa)

flporuoanu
KOnfiqecTBa

Egnuuuua
qeHa c
[!c

1 2 J 4 5 7

4 AO4AAO5 Palonosetron
solution for

injection
0,05 mg/ml-

ml
10

128.98

Tlnn


