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2. leaua llerpona - rpaBocroco6eH ropvc

2. Kolazcrsra e HagHaqeHa c.bc 3
KOMTACV|fl.\a I |I,bpBOHaqaJIHO Oflpe.EeJIeHUTe
KOMI4CI4,qTA HE CA YI3MEH.qH],{.

3. Pa6orara Ha Kourz.crrfl.Ta fiporer{
llll3oll B T'pm rrocJre.qoBareJrH14 3ace.uaHr4rr.

Ha nbpBoro cw gace,uaHI4e KoMl4cuflTa noilVuv v orBopl4 olaKoBKr4Te c
.qoKyMeHTv\ Ha yqacTHr4ur4Te/ Io.4IIuca rexl
4eHOBTr npe.qroxeHr4.q/ npoBepr4 3a c.boT
onr[caHvrT e oT yqacTHJ4rIr4Te / cJre.4 KoeTo
Kpr4Tepr4ylTe 3a no.q6op rA tA3wcKBaHrAs.T
B.agroNrrelg.
!,eilcrzvtata r4 KoHCTarar\tAlATe Ha KoMvrcvIfl
or 17.01 .2019 t, , rrpr4JroxeH KT,M Hacro.q

He RrFoTrnrnn -r/t ?e ae nA H)/c KOMqCIAfl.TJsvv4srryrv

flpe,uroxeHr4,rr Ha yr{acTH]4ul4Te vr, np
npeIBapr4TeJrHo o6r{BeHr4Te ycroBr4.q, Kovr
HA UEHOBI4TC NPCJ]IIOX(CH'{'I HA YI{AC'IHVIIJIAT
3a TOBa / KOeTO 6eUre nyOJIilKyBaHO Ha
fleil.crnvtara v KoHc[ararluvrre Ha KoMwcws.
am )a nl ,n-l O -u'. I npI4JIOXeH KT>M HaCTO.E

rlv



npo.qyKTr{ / to Kor4To oQcp.rara Ha BCeKil eJlt4H 6elue /lonycHara .qo oueHHBaHe 14

KJIac]4paHe. Ha 3ace.qal{zero Ha KoMIAcr/.HTa He npmcrcdnaxa [pe.qcraBvrreJTvr Ha
yqacTHr,rLU4Te.
Kot"tucus:tN z=eapuz npoBepr{a rA He yc['aHor]T4 Ha,nra.r4reu'o Ha ocHoBaHI4e 3a
nnT,lnAFaHa Ha un,-l 2 O.r 3OlI . ](.OttlttCunra l.13BT-ptuI4 KilaCr4paHe I{a OQeprrre,
aLa6n: aHrt vnrir

HeO6XOflI/MOarF .),t, ltr)r)Rcx|)HO -,.,^--^,-^,, ","^^6viit nn natr: Lt. rrn qa ?rrevvr^vAyrrvlvet .,d. llyuJlt4qeH TKpe_...- r__* --d gJl . Jo/ dJt" J oT

nil3oil.

Ha KoMI4cI4sra ca no.4po6tro onucaHvr e llpororcol Ns 3 or' 31.01 ,2019 11 . / npr4JjoxeH
K%M HaCTO,gI.JJIlfl .qOKJraII .

4" V,aacruurJra B flpoqe.qypara/

5.1 i Ha l-7 " 01 .2079 r. ,
M .qI4uI4HC4a cecrpa Ha KOI-l-Byplac ce rrlrorre4e rrrEpBon'o gace,qaHyre Fra KerrtyrcwflTa.
U n-^^+-n 3d ce4dHvle To FIe npI4c%cTB axa [peIC,I'aBvITeJIU Ha yqa cT,Hr4r_lt{Te uilI Ha

Henpo3paqH]4 onaKotsKI4 w Onrc Ha yqacTHTrur/ire/ ilo[alrrA l4orcylteHrz 3a yqacTr4e B

npou,eJlypara 3a BT)3JrafaHe Ha o6ruecrBeH
B rgn'uHbHue rA3trcKBa:r,rAATa Fta vl . 51,
KO]|4yr CVr s.T a |J O |I.bJrHyIX a .Ue KJr ap aLJrLvr / o TH o c
vt un.52 or llll3Oll.
Kottrtfl,tqma ailAn k:na -a rz6or --II\A, 9e npe.qJloxeHr4fll'a ca nocT'bnvIJTIL B cpoK/ B
q^ rtou^ rFA I-lTl HAf..,^IpO3paqHYt o|IaKOFrKI,TI C HeHapyuella U'IJ'IoCT/ npI4Cll'bn7t K'bM T.qXHOTO
oTBap.qHe / |Io pe.[a Ha |loJlyqaBaHe.ro r/rM. 3a BCr]Ka oT,4eIIHa |lo.4a.ueH.a onar(oBKa c
.qoKyMeIlrTn, KoMvrcrAtr,T a frpoBepr4 3a aJrvrqrAe:To Lra c.sot$eruux 6poilt 3areqaTaHtl
rrJlr,{KoBe / c Ha.qrtr4c ,,f]pe.qlalauu q HoB14 napaver'pia" , c.ro6pa:uo o6oco6eHI4Te
1j3IAL\IAIA, 3d KOI4TO Ce yqaCTBa. creJl TOBa qreHotsere Ha Ko\,ln7cwfl,Ta no.unl4caxa
'r'exHl4qecKZTe npe.ql xeLrrr .c I4 IIJII4KoBere ,,IIpe4lalaHH ueHoBI4 flapaMeTpt4" Ha BCeKI4
e.u}{H oT yqacTHl{ul,{Tl
5.1.1. Klorls,rcrraTa rconc,rlarrrpa/ qe B

/,MCOAPMA" AI e "UorrycHaJl cre,UHr4te HECts
- no,E Ns I or Onlrca r{a [pe,[craBeH]4Te
yrrrr DJrnEryls hd nOp'brlKa'lla fIO OOOCOOetf
Hacrosqara o6ulecrBeHa rlopb(]Ka rr.qva Oll
- ilo.u r .4 or Onuca Ha [pe.qc
[pe.ECTaBeu/nprzloNen .qoKyMeHT,,Ta6r
06oco6eua ro3r4ur4rr Ns 1 - 1 6p.apurvH.a
c .qoKyMeHT'I4Te Ha yrf acTFtI4Ka / HO TOIA

^4,,,-HacToquaT'a oouecTBeHa flopTrrIKa,
Jlnrz lzepqrilrrrorr: qr,,r., ---- -ry*--,-,4 npoBepKa 3a HaJII4\4veTo W pe.qoBr-rocTTa Ha npe.4cTaBeHr4re oT
YI{ACTH]4KA] IOKYMCHTI4 / KC)MIACIA,ITa KOHCTATVIPA.:
B eEEIOII e norbJlr{eHa KopeK'rHo 143r4cKyeMala t4rrOopM uH.q / c r4tgKJrrorirer{r4e rra
vrrr@opuar-1r4fll.a B Pasgen A: l{uQopva4ux 3a tTKoHouvryecKrts. on€)parop - Ha

zoKyMeHrn 3a yqacTr4e /

.N! 01/15.0r.2

Ne 02/L6 19 r,. - 10

N! 03/16

19 r,. - 1l-r OO q,,,MEnEKC" OO,4

,,oboHtr4Kc OAPMA" EOOJI

,,MCOAPMA" AN



nocJreAgtfg peg tt...FtocorfeTe c'r,oTBeTHara o6oco6erta rIb3vll\Itrr ..."o v.lacrHI4Ktr
e rocor{I44l qe //, ".xeJlae !a Ha[paBZr oQepl:a, ," 3a O6bco6ega rrobutqvr* N! 2 or
cneqmQrxf Uvtxta, a ro.Ua.UeHara or He|o o|IaKoBKa c .rloKyMeHTrr 3a yrlacrme e
HerTnT/-aHa qA \/qaCT'fie ,,34 OEOCOEIiHA LIO3IAL\IAA Ne l-" n rrJtr,tn.bT flpe,4,rra|anz UeHoBr,.I'i"-J
flapaMerpll e HaAnr[caH ,,3A OEOCOBEIIA llo3fiflTlU Nq 1""
r- nnnon rAnar/3JloxeHoro IA Ha ocHoBaHI4e qJI .L04, al .4 u an,,6 or 3oll , B.bBv vJ urvA

'4 , al . B I4 ar. 9 or llll3oll , KoMvrcrAfl.Ta onpe.ueJrr{ Ha yr{acrHr4KaDy DJ^q U YJt . J.
MaOApMA" AIT annk -m 6 i/nom\ nr6nmutA nur^ ^rrrlmtLrn Arr r:mlm- "^,,1 / ysvv L!,,! +\!Lt! / - tilTaHo oT' IaTaTa Ha [oIyrIaBaHeTo

H^ fTnnmnrcnn 'lrvrlver Lt .qa npeACTaBr4 r{oB EEnOn v/wnu .qpyru .uol(yMeHTl4/ Kor4To c.blTrpxar
nnnN/AtIAI{l tn /ttrrra nArLfiuaua rrrrrhnn- "'t "LTM IOnbJIHeHa I4I{QOpMaU,l4i{ | C KOI4TO .Ua Cr3 OTCTpaH.CT
KOHCTaTrpaHr4Te nO-rrope Hec.boTBeTClBrAfl 

"

5.7.2. Koutt crtFrra pa3fJreJla .EoKyMeHTr4Te Ha ocratraJlylTe V\lacrHtALIA | 3a
c'borBelICTBI4e c KpI4TepvlvrTe 3a no.qoop n 143r4cKBaHIrfl.Ta Ba JIr/rr{Ho c.bcTogHr4e /
nocTaBeHI4 OT Bt =Iox(rtelx, yCTaHOBI4 C,bo['BeTCTBIleTo vrM vr ,4Ot]!r1115. OoepTilTe IAM

,qo orleHqBaHe r4 KJIaCr4paHe, KaKTO CJrenBa:

3aOnNs3
3a O|I Ns I

TIoihr-mev q,tta v

or 17.01 .2019
KOHCT'ATALJIAIITC
I. / Ipr{JIOXeH

HA KOMIIC]4.qTA
KTrM HaCT'Oq.AUF

- - -^ -4"^ ^'-.4--.AHw R flno.r'oro;1 N9 1uo rrvJ_\IJvv11 v vrrr--*---- * --r-, -,.J
.40KraI .

5 .2. Ha 28 . 01 .20L9 r,. / e 10 : O0 rraca, B Ka6r4He'ra Ha haauara Me.qr4rjr4HcKa
aoamn^ H: KOTI-Rrznnrc ra nnna ,e,[e Btropolllo gaceflaHrre H+ KoNl]4cr4flt[et.
KatnnattqmA ttam:/ - - 3HOBI4 r Qe B |IpeIIBr4AeHwE OT 3oll cpOrC I{e C:a rToCtFtr.nuJrw

IOfl'bJrHr4TeIHT4 .qOKyMeHTil OT yqaCTHr4Ka ,,MCOAPMA" AL BbflpeK71 ,qaIeHaTa My
Bb3MOXI{OqT' OT KOMUrCr4.qTa 14 3aKOHa
Ha ocHonaiHze ql .I0'/, T.1, npeIIJr.
,,MCOAPMA'I AI .ua 6t.r1e o!rcrpaHeH
,z...,[p/llo ycJloB14e/ IlOCOqeHO B

Kottucug,ta rtpvtcrunw KbM pa3r'Jlex.4aHe
I43fI'bIIHeHI4e Ha [Opbr]KaTa Ha yr{aCTHIAuvTe I
e AonycHaJra .qo yqacTl4e B npoqe.Eypara
nocTaBeHI4re wSucKBaHIAFI Ha B.bSIONI4reIq
H: TTn/-nqnR:HAnn H: orharr.nrrma
v^."-.^," --^r\vlwru/r^aq yurartOBI4 I TexHl4qeCKfiTe rtpe.U[ox{€)FI]4.q I-{a yrtaCTlg-ur\uTe ,,ObOHI4KC OAPMA"
EOO.U v ,,ME,4EKC" OOJI orloBap,qr Ha rA3 T:KBaH:r rflTa t-ra B[=loNv renx v Kov,rACrAflTa
.qoflycHa bQeprmre uM Jlo oueH.qBaHe r{ KJlacr4paHe |Io oQepnpaumre or BCeK].j
\ru A -murrv afT TITI

Ha llpoQr't a Ha KyrtyBaqa ce ny6Jr]4KyBa Cr,o6[IeHL4e
a:r/HmAna.^Ftur/me JII4I_la/ 3a .[aTaTa, uaca rA MtICTorIo/

r43x.Ns I45/28.01.2019 r.,qo
.TINOflANAHT/ 

'I;1 
AMRANqHA H:

BTopo or 3ofl I KoMrLcui,ra
oT nporle.qypaTa / Tlrn

. .qoKyMeHTar-lr.qra; " .

uq lrvAlJvvnu

,4OKJra.q.

flpelJra]ra yqacTHr4K.bT
KATO H€) E I43II'bJIHI4J]

.,t:'tz.c.A::'r4 e flnn.nCl6cln Ne 2

r---,,---nd a.rldbndtd

Ha KOMI4CI4.qTa

3a YrlaCTI4e B

flAKA N 
'M 

PA HTl

llpororcon Nr 3

Fra TexHnrrecKI4re npe.uIoxeHr4,q 3a
rro oooco6euufe no3vlIfwu, rro Koulryo Tu

. Pa3r'rex.Ea qe c'bol'BerorBl4ero wM c
3a rA3n'bJIHeIlIle FIa nopbrlKaTa / no pe,qa

[eHoB14Te npe,4JloxeHr4.q .

Ilar-nane.rrori.a rn vl..JHCTaTar\I IATe Ha KOMI4CI4tITa
on 28 . 07 .2 0 19 r, . , npr4JroxeH K.L,M Hacr ornJJrAA

5.4, Ha 31.01 "20].9 F., e 10:00 qaca, B Ka6r4Her,a
Me.Er4Ur4HCr(a CecTpa Ha KOI_I-EypIac ce npoBeJle trpetlotro Sace,qaHrre
3a 143B'bpIIIBaHe Ha OKOHTIaTeJIHOTO KJraCr4paFre Ha .[Or]yCHaTr4Te OoepTr4
[poqe.qyp4Ta 3a B.b3JrarraHe Ha o6uecTBeHaTa ]topT:,qKa 

"

Kot'tvtcws't I rsetputz oKoHqarerrlroro Kracr4paHe no o6oco6enrz no3rAL\u
npoIIyKTr4 u c.bc.IaBr ,ra6[vrrJa c pe3yJrTraTI4Te o'r pa6oTaT,a cw,
fievtc'tzvtnria w KoHcTarlarJrAvrre Ha KoMwcrAtrra ca noJ]po6r-ro onucaHvr B

,,ME.UEKC,, OOI

,,@bOH]ZKC OAPMA" EOO.[

or, 31 .0I .2 O 19 r' . , npr4JroxeH K'bM Hac[,onn]vs. IloKrra.q .
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Anarpuo-
repaneDr]4qeH KoA

MexAylrapoAHo HenareHflto
HaltlaeHoeaHre /lNN/ Mnpxa l-Ero Mtcro

1 L01C B0'1 Etoposide mg oboHuKc oAPMA EOOA

I nl a/aAaLV I UVUg Tegafur/gimeracil/oteracil DDD 1tabl.(20 mg/5,8 mg/
15.8 mq)

MIEA,EKC OOA

6 . I{.nacrpanero }{a yqacrHr4qr4Te /
knT/monr/il ua:it-urrava nna)rrnAvau- r,^,,-\\.rr4cKa r]pe]lJroxeHa uerra e /

Ha cHoBaur,,t e .lJI . _1 06, aJl
B+-q.noxrne.nq ?,: \/rrrRT-n)Krr:r R:HA Ha

cboOpa3Lr o vrzopaHvrs olr Bts,noNure.n.q
KAKTO CJIEIIBA:

? llnonnn,-XeFII4e 3a OTCTpaH.qBalJe Hd yt{36tHT/ILII4 w MOTI4BT4:

7.71 Kovtucurtra nlte.qJlara oQeprara r-ra yqacrFu4r(a ,,MC€AP}'IA\\ A,{ .qa 6b.qe
TCTpaHeHa or yTracrvre B rpoqe.qypara Ha (tcnoBat-rre qr.I0'7, T.1, [pe.qJr.BTopo
r 3011.

Mnmrzprz' irnnna6119 I43JIolKeHI4 B T " 5.I.7. u r.5 "2. or HacroflUrH .[oKra4 - B

,4OKyMeHTI4Te Ha yr{aClFHI4Ka 3a yr{acTr4e B npolleIypaTa ,3e c.b.q.bpxaT
HA.q^mRArn-mPT/q, KoI4TO He Ca OTCTpaHeHI4 C IJO|I.bJIHI4TeJIHO |Ipe,UCTaBeH]4
.4OKyMeHTI4 / T , e . He O'rrlOBapH Ha l43rLcKBarar4fl.Ta Fra 3arcOHa 3a OII r4 Ha
npeIIBapl4r,l,erHo o6rlBeIIilTe ycJIoBIffr u r43t7cKBaHr4flTa Ha Br,3roxl4TeJr.s.

8, oMtTclttrra Ilperurara lla B'r3noNrzrerls .qa 6,r,.qar cKJIroqeHrz ,uoloBoprz 3a
I43fI'IrJIHeHI4e Ha nop'bqKaTa C KIIaCI4palH'uTe Ha [%pBO MsCTo yqaCTI{]4UIA 3a OT.qeJIHilTe
o6oco6eHr4,Te no3rAuuvt IITI .

9 . B Hacro.qrqara [poue,[ypa or yqac:THr4u]4Te He ca rA3vrcKBaHV vr He ca
npe,4cTaB 4Hw }docrp\A .

Ctc c'bcraBsHero I-ta Fracro,qrlr4fl IoKraI/ cblJlacHo vr3r4cKBaHrAz;,Ta Ha qJI . 103,
:n ? v '|r^ nan: Ha rrJ] 60 or llfl 30tl I Korrl.ncrAflTdt IJa:lUarleHa c'bc :ar:oeeg Nr 21 orr"a*
17.01 "20X9 ro.qI4Ha/ 3a npoBex.qaHe Ha orKpzrra npoue,4Vpar c npe.qM€)rr: ".[ocraerca
Ha Tpl4 JIeKapCTBeHI4 tIpOIyKTa 3a JIeqeHI4e Ha oHKOJIOrrrqI{I4 3a6oJlflBarfvfl."
frpr4KJ]roqr4 cBo.qTa pa6oTa B onpeleneHrAs. o'r B.b3Jlo:XI/-TeJIfl cpoK.

Kr-rrl .uoKJIa.qa ca npI4JroxeHr4 BCU+KIA .[oKyMeHTr4 / c.bcrar]eHI4
pa60rara Ha KoMr4cr4r{Ta -- npoToKorr4 NsNe It2,3 or 3acenaHrAFTa il,.

B XO.EA HA

1 o.r 3oll Hacroirllr4.ql. JIoKJra.q ce npe.ucraBs Ha
\l31.0r.20I9 :r'on:ha.
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