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NPOTOKOJI

Ha ocHoBarrre tr.n. 97

Il.pa.eraurlvrKa ga rptrJra.Farre rla Saxona

l

=n 4 nm
t se...r v-

ga o6uecllBentftre nPPIEqncI4

9reuone:
1, ,[eaHa fter.'ponzr - [paBocnoco6eH rcp}1cr, no utl"20, aJt'4, r'3 pu i3OJ1 ;

2 ., Mrurco Koee -- CT . eKc;rep'r' , flttpercuwa "3llC;UT3C" - O6UzHa Eyp|ac, no 'tn ' 20 
'

aJt.4, r.3 or 3Ofl'
B ,{3rr.bJlHeHr4e H.r 3anoBe,4 N! 2I9 or 16.0'7.2018 rro.qrHa Ha ynpaBure.ltrr Ha "KoU-

B1/pr1ac,, EOOl.l , r.]e cr,6pa .qa pa3I.JreEa rA oueHI,.l rIOCT'l,IlI4JIllTe ooepTI'1 3a 143n',bJIHeHI4e

Hir oOUecrnena ltop'bql{a 1ro .ut"20 | aJ1.3t r.2 oT 3oll , C rrpelMetr: "[ocraera Hil

A13a JreKapcE'tse11.tr npogyKna ga Jrer{eHtre Ha oHro,norratraz 5a6o.[fiFaHr4fli / c6rJracHo

nprrJroxena cner.ln(lmKarJYrfl" .

[])oqe.qypara rlo ct6rzpaHero Fla oQept'r e

o,r 28.A6"2AIB rr. O6.qeara e c rAzx-
nlr'6rurcyeaHa'f'a ct6.clsa n npoQrla Ha K

o6rlecrBeHrl nopt,qrcra (llO|I) npr,t AOll/ c Ne !

Il,speouaua,ruo O11peJ];eIIeHI4uT cpoK :ra [oJlyrlaBaHe Ha o@eprr e yI[%JI2r<eH ct'c
3,anoBe.4 Ha yfrllaBr4TeJrrr Fra ,,KOll-Eypr,ac" Llooll - Ne 272 or 101 07.2018 Ir. | 3i1

r(relo Ha IIO]I e ny6lurcyBaHa I4uQopvaUI1rI c Ne 907 82 68 oT 10 " 0'7 "2011P' rr '

llpe.Uce.qaTerrJTT Fra Ko}/ilAcrrtrTa |lpOBep]4 C'bcTaBa Ha npl4C'bclI'BalII4T'e u CJIe.q KaTo

ycTaHoBTt/ qe nlll,Ic.bcTBaT' BCULIKV qJIeHOBe Fla KOMI4CIAflTal oTKpI4 Sace.IlilH]',4eTO.

Ha orBap.qHe11'o ga o@eprrlre He npt4c%cTBaT rtple.qcTaB]4TeJIt.{ Ha yqacTHI4IImre'

llpeAceA;irer.qr Ha KoMr4cr4.q,ra noryrr'.{ c flprevo-I]penaBaTeJIeH nporoKoJ] or

cJryxmreJr Ha 1{OIl-Eypr.ac cnmctrc Ha y.racrurti{n||e, Ilo,qaJI]4 ooepTI4 :la yqacrl4e B

o6ulecreeHara [,3PT,qI(a .

llpe.qCe.UaTer.qT yIleIIOMI,.I qJleHOBeTe FIa KOlr'lI{.CIAflTa I rle My e llpe,qil.[eFla e'tr'Ha

oraKoBKar c lloBlyMeHTr4 o'r tIoreHrlI4aJIeH luacrravrK. B rsnT ,rIHeHI4e vI3rAcI(:-Batlvrt[Ta Ha

.r"n, 51 , at;, ,8 o'lt fIll3oII I r3c.nr|.KrL r{reHoBe Ha KOMViCWtTTa [ollbJlH]lxa v [o.qu4caxa

IIeKJrapaur4J4 / o!rHocHo r43r,{cr(BaHrArrra Ha rrJi . 1O 3 , an .2 ol 3OII v qrt 
" 52 or Ull3OIl '

trprAcT,5rtr1. K.bM oTBap.qHe Ha OQeprara Ha yrlaCTIdl4K4r no,4nlfCBaHe Ha

npe.EJrOX(eHvIe 14 O6.EB.qBaHe 14 IIO4;nl'lCBaHe Ha UeIlOB14qe ilpe.qJIOn<eHt4fll
I. Kolaucr'r.qra
,IEXH]4I{C CKOTO



1. oQepnzr, c nx.Ns 0L/12.07.2019 rr.
ueHoBo [pe,uJroxeHr4e rA 3a .qBaTa
rropbqKaTar / Kol4[.o ca / KaKTO CJIe.qBa :

_ -l n.1EIV.-LJ aqvql Ha //EKO6APM\I
npo.qyKTa or

EO0I c'bJl'bpxa

T
II
il!

.AHaroMo -
Tepa neBTt

ceH Kon
/ATC/

MextryHa ronHo
HelldaeHl'go

Ha/MeBoBaHre /INN/

JTeKapcrBeHa
OopMa

MEp
KA

npoFHo3Ho
KOJtUCeCfBO

(B

oo co q eHaf a

tsa4MeHOB aHU
e

pa3peueH/ero 3a
ynorpe6a

Cpox ua roarocr
or IIP)/ u

tonilHil
UeHa c AAC

1 LO1AAO,l Cyclophosphamide napeHTeparH a
A^^..^ mg 300 000

Endoxan
powd.inj.

EroQapnlt rpyrr
AA

3 rbArura 0,05272

z LOlAA06 lfosfarnide napeH repanHa
QopMa

mg 300 000
Holoxan
powd.inj.

EroSapv rpyn
AA

5 rb4unu 0,09442

Korutwcttztzr pagrJleAa oeicuoiiso rrerroBr4tre EpeAJroxeHr{rr Ha vvacranrica w ycranoBrr:
llpegcraeeHnre u,eHoB14 rtpe.qroxeH]4q r{a yr{acrHI4Ka c,},orBercrBar Fla vllv.tcKBaHr4F.Ta
na BT gloxr4Terltl

II. Kotcltcwa,ta npucybnrA KT,M pa3r'JIex.qaHe Ha oQeprara Ha yr{acrHl4Ka 3a
c'borBercrtBlle c KpI4TepIArATe 3a nog6op Ha B.usfioNzre.nx, c VCJroBvl\fl.Ta 3a yllac:sr4e
IA w3tTcKBaH)4.q,ra I ti,a, KotTTo cJte.UBa .Ea orrroBap.s , ilpv. KoeTo ce ycdaHoB]l:

1. V.racrnvxtr ,/EKO.DAPM\ EOO,[ e c tr71K 130390055, cr,c ce4ariilue v a;1pec Ha
ynpaBJreHr4e: fp,, CoQvta I42I , parZoH Jlo3eHeu, 6yn."Hepuvt npr>1" Ns 14, 6I .3,
n na fran: R TT gp 

^ 
HA n m Tlomqn Ttnrrlnnnp Ra nop,,rrvAv - yfrpaBr4TeJr / qpe3 yrr.bJrHoMoueH

rnA n^Ta a14man T,n.'tvt r|nnr'rrr-Vsr-{uroD/r'r'sJr rul'r:KUdHl-J,'bp lep3l4eB - TbpfrOBCKI4 .ql4peKTOp.
OQep'r'ara Ha y\t')crHI4Ka e npe.ucraBeHa B 3afleqaraHa Henpo3par].Ha ortaKoBKa/ c
nocor{eHT4 B'L,pxy .He.q .qaHHI4/ B c'borBercrB]4e c rL3wcKBaHr4flTa ua B4snoxyrreJrtl .

V.racruvtrcrr rto.l::aBa oQepra 3a .qBara JreKApcrBeHZ npo.qyKTa/ flpe.EMer Ha
|1op'bqKaT;r "

R oAanm: q.: a,r r-.- -Il9 e.qc T a B e Hr4 cJIe.4HI4 T e .qO KyMeHTrI4 :

Cnva+w Hl rTnk\/\/aHmr/mA

/)6^ ilo l .
vvIJ.!u'L /

n^^-^,----,,^ilpe.4c'IaB.q He Fla yr{acTHr.lKa

r4HoOpMaUr rrTa t

rrr-t Odna a arr If!

TA c'b.q'bpxaur4

).

ndronm: 'r:

.!,ercra1raqzr rro ,-rJr.54/ aJr. f / r,I,2 w 1 or 3ofl - no O6pa3eq Ne 3;
llerrapaqr,4tr Ho .r,n.54 | aJt..Lt T.3-5 or 3oll - no O6pa3eq N! 4;
lexnapaqvl ta qJ].3/ n.B u qn,4 ot 3QO,IPOilAPKJITIC - no O6p
fler"napaqufl. il.a -'m,69 or 3IIKOHIIIA - no O6p; W 70;

Ne 5,:

TexnrzqecKo rrjceErroxeHrre Eo O6page4 N! 6 Bat ilII Nt 7;
.[exrapaqr4i,A :=ta [p]4eMaHe Ha ycJroBtrflTa B npoeKTa Ha .qofoBop-fio O6p.Ns 7;
flrluolaoqHO Er,1 ynbrrHoMotrleHoro JturJe ;
Texrpr.;recKo r{oefirroxeH e no O6paseq M 6 sa JIE Nt 2;
fierralrarr,rl,A !=ra [p]4eMaHe Ha ycJroBufl.Ta B [poeKTa Ha .qoroBop-fio O6p.Nt 7;
fl'r"lruonoulHO Eti:r yn'bJlnoMolleFIoro IrrAL\e ;
I{erroecr rlpegJnc)xcel:rae - no O6paseq lte I ea JIil Ns 7;
I{eHoecr rlpenJnorKenlte - Eo O6pase4 Nt 8 sa JIII M 2;
fierclapraq]4.{ flo qJr. 66, aJr. 1 or 3Oll - no O6paseq M 9 ;

CrieI Kalo lcr,:)r{oBrI r He oQeprara c'b.q.bpxa BCwuKrt Heo6xo.qrtMt4 ,EoKyMeHTr4 /
|IOCOqeHt4 B OO.qB(:tTa/ KOMwCnflTa npl4C'I'blII4 K'bM:

2. flpoeeprca t3a rstotrrle'rctrBpre c ycJroBrrrrtra
B npe.qcraBeFrr4'r'€: K.bM oQepra,ra AoKyMeHTrl
o6cro.qreJlc'rBa fr,o .rn.54, ar._1 , r.1 - 5 u
yqacTHr4K He e per't4cTpr4paHo 14 Fre e

ga Yr{ag11%e
yYacTHllK'b!I e AeKJrapr4paJr lTurca Ha

7 or 3oll/ KaKTo 14 rrd .upyxecrBoro
cB'bp3aHO c JTVrUa, per,IlcT,pr4paHr B



rcprICL'{KL\IAIA C tlpe0epe]lur4a.[eH .UaHbqeH pexJ4M u 3a HerrO He ca HaJr]4Ue
rpaHl4qeHlAtrra rto r]r,69 ot 3IlKOHIll4. VqacrHr4K.br e ,tleKJrapr4par yr Frarzlltae Ha:

6e:cpo'ruo Pa:rpeueuze 3a TE c JIII Ne IV-P-T-EUS-057 or la. OS .20L3 )t " t
tz3l]alleHo or, 7lAJl ,;

- 6e:cpovHo Pa:peureHr4e 3a npor4sBoJlcrno/eHoc Ns BG/MIA-0035 or 0B .06 "20L8 u. ,
r3JIa.[eHo or 71AI .

3. Ilpoaepra Ba c:torlBetrcrBnero Ha lnexnr4qecKorto npe,qJloxenr4e c vrjsr,rcxsanutgrtra Ha
BIb!]JIO'('IIIEJIE
Cnrrn KArrl.t l.):?rrncr: TAyHT/uoak-m- nnoflnnyalrr/o nnFn-TaRFlvrr\-+\ IrqJ.L,'rv4q .,-.jKoTo npe.uJloxe!,,.-, rrr/vAv,*-.-Ho oT yqacTHI4Ka/
r{o\4r4cI4tITa ycTaHOBr4 :

V.racrumrrrT flpe.qJlarra .qocraBKa Ha :

Vu;r cnutzrqm ndror-:...-pLrpa cpoKoBe 3a r43n.bJlHeHyre Ha .uocTaBKr4Te:
- rrpr4 [epr4o.u]4rlHu .qocraBKr4 .tro 1 (e.urs) ,EeH;
- npI4 B't,3Hr4I{Ha,[a HeO6XOJ]]4MOCT r43B'bH CpOKa Ha [epr4O.qUqH]4T'e .qOCTaBKr4 .qO

1 (e.qr,rH ) :reH .

flpe.E,rta na BC.qKa []4cMeHa 3aflBKa 3a .qocraBKa Ha B'r="noxmte"n.q .qa My 6r,.qe

flpe.EloNeHHeTo Hil yLlaCTtll4Ka e BaJlil.qHo ,qo 31.10 .201 B 11 .

Ko\orcil.qra cql4Ta / qe rexHI4qecKI4Te npe.uroxeHl4,s Ha yqacrnylKa 3a I43rIbJIHeHre Ha
flopbqKaTa oTr'oBilp.qT Ha rL3WCKBaHr4.qTcf Ha BrSJiONrareJrs, u .qonycKa o(DepTIlTe 14 3a
.uB.LTa JIll lo oqer{tBaHe 14 KJTacr4paHe.

III:. B'us ocnoBa Ha lopel43JroxeHorot KoMrACwxJra zsnnprxBa KIIACI4PAHE, cro6pa:uo
onpe.EereHz,q o'r Bs=roxilrer.q xpurepuil. 'tHarZ-Hn crca UeHa" r no or.EeJIHtf
nar"^h^mpaurtr rrntJJyKTI4/ KaKTo cJIe.EBa:

IV. Brg ocuona Ha r4gBTrpueHoro pa3rrJrex.qaHe 14 oUeH.qBaHe Ha rtoJryqeHlaTe oQepr]4/
KONTVICVIfl.T A

NPEETLAIA 34 NSI|LTIHNTEN

Ha.uBara o'rreJItIt4 JIeKapcrBeHr4 nporyr(Tvl or npe.qMera Ha o6uecrBeHar.r nop.bqKa
flo ,tJr.20t alr.3, T.2 or' 3oll/ o6.qBeHa c o6.qBa rA3x. Ne Ne 175/28,06.2018 r1 ./ c
npe.4Merr' ,,,{ocTan;<a Ha .qBa JIeKapcTBeHI4 npol)//KTa 3a JIer{eHI4e ria oHKoJIorrI4rrHI4
--F(^-3duoJrrrraH/1rl./ c'bl:'JlacHo frpr4Jro)KeHa cneuvQvIKaL\wfl", Ia 6t.qe onpe.qeleHa clupl,ra

JI

n
lt,

AHa r oMo -
TepaneBTE

/ ATC/

MenityEaponHo
H-ANATCIJTHO

HahMeEoBaHrie / INN/

JIeKapcrBeHa
QOpM a

MapKa

rlporHo3Ho
KOTIqECTEO

(B nocoqeHara
MrpKa i

TtpFoBcKo HailMeHoBaHqe
nphreTarer Ha

pa3pel|leuheTo 3a
ynPrpe6a

Cpor na

foAHom oT

TIPY B

foaIHt1

1 LOlAAOl Cyclophosphamlde napeHTepanHa

WoPllla
mg 300 000 Endoxan powd.inj rro$aQy rpyn M foA14Hil

L0 1 AA06 lfosfamide napeH repanHa
A^^."^ mg 300 000 Holoxan powd.inj. Ero$apv rpyn A[ 5

roAvtHtt

TN
lI!

A! a roMo ..

Tepa neBTuqe
Kon /ATc/

MexryHapo!Ho
Ren aTeltTHo

HahNEHoBaHue /INN/
JleKapcrBeHa oopMa l"1r 

pKa

npofHo9lo
(OItrSECTBO

(B nocoqeHafa
MF p(a )

VTbPBO 'WICTO

I L01AACI1 Cyclo;rlrosphamide napeHrepanHa QopMa mg 300 000 EKOOAPM EOOA

z LO l AACI6 llosfamide napeHrepanHa QopMa mg 300 000 EIOOAPM EOOA



IuLo'tuBu; J{racupctHufl-T yqac'rHr4K orloBaps Ha 143IrcKBaHrAATa Ha
JrltlfHo c.bcro.qHl4e . OQeprmre My ca oKoMnJIeK['oBaH]4 c BCvITJKU IA3uc
tr orrroBap.qT Ha I,r3r4cKBaHIAATa IA ycJroBr4.qra 3a il3n'bJIHeHI4e Ha |lO
B KJlacilpaHr4r'e Ha nbpBo M.qcro oQepru ce npe.qrarrar sait-nu
rp;lrauu lleHr4 ::a cboTBeTHr4Te IreKapcTBeHr npo.q KTvi,

Kovtacwsra npttKJt;.nuu cBo.qra pa6ora Ha I1 .01 .2078 r. I cJre.E K

np()ToKoJr / 3aeJlllo c uEraTa .qoKyMeHrarlil.q ro nopbqKaTa
Br'3IOx(rTe.II.s 3a :yzTB'bpX.EaBaHe / CbrrIaCHO un .9'/ r dJI " 4 Or IIll3Oll .

Warnrrarnn.1\Vrvtyruvln.

rT*^,-^^rlPs,r_{ugAq f sJr .

TT-^,,^-^.AJlU]1UbU.

/,EKOCAPM\ EOO,[ | c EmK 130390055,
c aEpec IIo perr4cEparlr4rr: rp. coQwa t42L,

parzoH Jlosener4, , 6yn. "llepHz e[>rx// Ne L4 , 6n.3.

LA r^1rl/mA frg A:

yeMJ4 .qoKyMeHTl4
'Ka rF^

KYITE ENIIHWUHW
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