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fr"a ^Ansu, 2075 t., e lp.B yprraci Ha ocHoBaHile qJr.101e on 3Oll , Mex.Uy:

1. *KOMIIJIEKCEH OHKOrOtffrlEH uEHTbp-u:iprac - Eyprac,, EOOL c aEpec HaynpaBJreHile rrp. Bypr,ac, 6yn. ".[eMoxpa4ufr.', Ne 86, EI4K 000053191,
npe.qcraBJr.sBaH or ,tr-p Xpmcro leven ,{euee _ ynpanmre.l or eIHa crpaHa,
Hapr4rraH no-IoJry 3a KparKocr .'Bb3JIOXI4TEJI"

2. '@APKOJI" A,4, EmK EI4K L02227t54, c.rc ce.qarrr4rle w a.Epec Ha yrpaBJreHr4e
nn Erznnr- trftLp.DypLawt y,tL."CaH CreQaHp" Ns 28i npe.UcraBr.qBaHo or feop;m lleTKOB
Ba:oree I 4a:r.r4efi JIn6eHoe Pagyroe vr lf 4Ha MrHrreea Mlanrresa-Easoreea - 3aerHo
IA rloor.qeJrHo, B KarlecrBoro rAM Ha C'l eu Ha II4peKTopffTe / or .[py1a crpaHa /
HapI4r{aH no-.UoJIy 3a KparKocr "I43llbJlHI4TEJL" t onpe.qeJreH cJre.q npoBex.qaHe Ha
flpoqe.Uypa 3a BbSJTarraHe Ha o6ulecr:rqua nopbrtKa r{pe3 ny6nravHa noKaHa Ns

9039236/25.02.2075 r. or pon,

ce CKJIIOI4I4 HaCTO.SUII4.CT .4OrrOBOp, 3a cJIe.trHOTO :

r . IPEAMET ]rA IOf OBOPA

1.1. Bb3IOXI4TELST B.b3Jrarra, a
JreKapcrBeH npo.qyKT Carboplatin,
oHKoJTorlr4qHI4 :a6oraeaHma, Ha'or4qaH

i43IlbJIHI{TEJl.f,T ce 3arbrrxaBa
nFpeHTeparHa Qopir,ra r 3d

no ,qoJly " croKa" , cbrrJlacHo

Aa AU U r.d bi-I

J]eqeHr4e Ha
ycIoB14.Sra Ha

HacTo.cur4.c

r .2 . llput I4SnbJIHeHIze Ha cKJIIoqeHI4.E ,EOloBop, Brsnoxl4Ter.cr rIIe l43rrorB.q cBor4Te
3a.cBKI4 3a reKapcrBeHl4.s npo.4yKT r rIO rcOnrcpelnr rloroBil .qo3r4paHr4 JreKapcrBeHTr
Qopvz (rcpaen npogyxt) , KoI4To/ K.l=M .Earara Ha [o.uaBaHe Ha ga.qBKara,
/htrnrznrznr m D lro=wtneurrg, JIeKapcrBeFn crl4cbK llpuloxenme 2 , or c,tIrJrAst
npr4TexareJr Ha pa3peueHmero 3a ynorpe6a.
1. 3. 7l3loteenmre or Brsnoxmren.q rrvncMeHl4 3a.gBKr4 3a roc['aBKa rqe oB.uar'1:nrrHrrer.q Ha Qarcc Ns 056 851 722, c Koero ce rrapagrl{paYr5IrPd lt-ldHYt tld Y)

[oJlyr{aBaHero yIM Ha ,Earara Ha msnpaqa$ero vI ]43nbJIHeHr4ero LrM B .qorroBopeHr4Te
cpoKoBe no r.4.1. w r.4.3.
7 .4. Korzqecteara 3a.rrBeHr4 croKr4
Ha lerre6Horo 3aBereHr4e.

It1e Olb,Uar B cborBercrBr4e c peaJTHr4Te Hyxlr4

r r . uEHi4 I4 OEXIA CTOT4HOCT HA IOCTABKI4TE no IofoBoPA

2 . r . I-ieriara Ha JTeKapcrBeHI4.q npogy*.r BKJrrorrBar crolZsocrra Ha croKara /olaKoBKa, 3acTpaxoBKa yr TpaHclopT, TaKCWt Mr4Ta rA.upylr4 pa3xo.qr4l .4oxpailtuun noryrJare.n - 6o.nnl4qHara urrruor ua .ne.re6Horo 3aBe.EeHr4e, c IIC.2'2. [eHara Ha reKapcrBeHI4.q npo.qyKr Fo .qorloBopa e Qrxczpa,.a r4 He no.uJrexr4Ha npoMf,Ha 3a cpoKa Ha.qelZcrelae r{a.EoloBopaf ocBeH npu B.bgHr4KBaHe Ha
o6cro.sueJTcrBa Bvr3vrpaHr^ e ul . 43, an.2 ou 3Oll .

.[orroBo , KAKTO CJIEIBA:
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2 ' 3 . flpvr HaMar.qBaHe Ha ueHara rro .rn . 55 or Hape46ara 3a ycJroBufl.Ta I[paB]4Jrara 14 pe.ua 3a perryJll4paHe u pe r4crpr4paHe Ha r-leHr4Te Ha JreKapcrBeHr4Te
ljpo.tryl(Ttt - peQepeHTHara qeHa / vryrr4 [poM.cHa Ha lorroBop]4paHara raKaBa or
H3OK, Hacrbrmro or .qeH A Ha orBap.qHe ira oQeprara Ha I43ll'bJIHI4TEJLfl Ao xpaft.uuacpoK 3a r43n'bJlHeHr4e Ha .uorroBopa / B.b3roxrnreJrs,T 6eeyclonHo ilIe 3arJrarla
IeKapCTBeHm.q npO.UyKT Ha Ta3Ir nO-HlrtC{a UeHa, OT .qaTaTa Ha BJ143aHe B CI4rIaHa KOHKpeTHOTO pelreHlle.
2 .4. llpvt w=nrprxeHa 14 lpr4era locraBKa Ha JTeKapcrBeH]4 cpe.ucrea cbc 3aBr4rrreHa
UeHa / He3aBl4cllMo oT MoMeHTa Ha KoHCTaTI4paHe Ha ToBa o6cro.qreJTCTBo /IL=trnuureJlqr .qbJl.xrr Ha BrsroNmran" a"dtzHocrra Ha 3aBlznreHr4ero.
2 .5 . llpolHo=Hara o6ua crolZnocr Ha roroBopa ce onpe.uer.q Ha 36900 . OO(rpzgecen r4 rrrecr xrrlrlqttt 14 .qeBercrort4H) nena, 6e: .[[C.

I I I . YCJ]OBI/Ifl I/I HAT{I4H HA IIJIAJIIAHE

3. 1 ' flfiatrlaHero [o :aacrollJJwr- .qorroBop ce ocbriiecrB.qBa r{pe3 6asrcoe npeBo.u or
'mn:u: u: P'LaTICXI4TEJLfl, |Io |IoCor]eHaTa B HaCTo,qIII4.q.[oFoBop 6aHxoea CMeTKa
Ha TI3IIbJ]HIITEJI,8.
3'2.3annaluaHero Ha croKI4Te no.qo'oBopa Moxe.qa ce r43BbprxBa orJloxeHo, .qo6O ltlonmnoaam\ rvv \uuurAsusr'/ KaJTeH.qapHw ruul cJre.E I4qBBprIIBaHe Ha .uocraBKara.3.3. nocnaeuata Qarcrypa, cbcraBer{a cbrrJracHo yr3ucKBaHwfl.Ta Ha 34IC vrnll3IIC, Cb.Ubpxa rA peKBrL3wTvI oTHoCHo [apTI4.qeH HoMep Ha MeI%KaMeHTa, cpoKHa ro.uHocr r4 HoMep Ha pa3perxeHr4ero 3a npogax6a.
3.4. .[ocraerana ce crrrATa 3a r43BT]prrreHa cJler [o.qn]4cBaHe Ha Qaxrypa unpl4eMareJreH onwc or Vnpaezrena Ha 6o,nnz.rHara anreKa, c Koero cey.qocroBep'sBa [pYIeMaHero Ha reKapcrBeHI4.c flpo.qyKT e 6orFr]a.{Hara anreKa Ha
nor:a6gnmn e.DAl_*__JeHr4e.
3'5' Bc.crca ,uocraBKa Ha HoBa naprl4ra br nercapcrBeHil.s [poryKT, 3a.qbJrxr4TerHo
ce rpl4rpyxaBa c roKyMeHT (cepruQurcat) , cb.qbpxau zHQopuaqvrx 3a .qarara Ha
[por4SBo.UCTBO 14 CpoK Ha rro.4HocT Ha JIer(apcTBeH]4.S npo.uyKT.
3. 6. 3a.urnxeHr4ero Ha Br=roxlzter.q 3a 3alrauaHe Ha BC.qKa .uocraBKa Bb3HlzKBa
cJle.u r43BbptrrBaHe Ha rtocoqeHrrre e t.3"4. neir,crBwl.
3 '1 ' Kolaro l3IlbJIHI4TEJl.fr e cx.nio.rmr .4oloeop,/z 3a no.qr43nbJrHeHr4e/
Bb3JIOXI4TEJLflT r43BbprxBa nJrarrlaHe KBM Herro / cJrel Karo 6r,Uar npelcTaBeHl4
'4oKa3areJICTBar ee I43|IbIHI4TELST e 3arJIarI,IJI Ha rto.q]43nbJrttwrens./tn1ne 3a
rrgfibJrHeHr4Te or rxx pa6orm, Kor4To ca npvern no peEa Ha n.4.6.

IV.CPOK I4 M,flCTO HA J]OCTAB,flHE

4.I. Bc.qrca or.UeJlHa .uocraBKa, npelMe,r Ha Hacro.qul4,s ,4oloBop,
.qocraBeHa B cpoK .Eo 10 (aecel) pa6orHT 4ut{ crrel noJryqaBaHe
Bb3noxr{TElrf n 3a KoJrr4qecrBara, TorrHo [pe.qeJreHr4 B He.c.
4 .2 . 3a rco.nn.recrBa, .[ocraBe Hyr w3ybH 3a.qBKara rro r . 4 .I . ,
?A TTqflYAHT/A Atru4 urrlr\erryru re rIJIdlJldHe .

4 ' 3 . lrpvt B'b3HI4KrraJIa ueo6xogutMocr, tz:drH cpoKoBere Ha nepr4o.qrzrrHa .uocraBKa,7lgnr.[Hr,rren.qr e .EJrbxeH .ua ocb]rlecrBi4 ,[pcraBKa B cpoK Io 5(ner) pa6orun EHuor no.[aBaHelo lZ.
4 .4 . crorczne ce .qocraB.qr B 6olHut.rsara a[TeKa Ha ..Koi]-Eyplac-Eoo.u.
4 ' 5 ' Prcxsr or clyuarzHoro [or1]4BaHe yrJrvr rroBpexraHe Ha croKr4Te npeMr4HaBaBbpxy Bb3JIoxi4TEJLE or MoMeHTa Ha nplzel{aHero r4M Ha M.qcroro Ha.uocraB.qHe, c
T/?N:RAHA HA NNT'AN'A.__ ,.y.IeMaTeJIeH OnI4C "

4 ' 6 ' Kolaro I43rbrHI4TEr.sr e cKJIIorrI4r goloeop,/z sa norr43nbJrHeHr4e, pa6orara
::_"::*=j:rlHl4rerl4re ce rp]4eMa oF Bb3IOXilTELS B rpr4cBCrBr4ero Ha
vrrl r DJ rfly.r I r,J L>1, w tIo.EI4 3 |IbJIHI4 T e JIq .

cJrelBa ga 6uge
HA 3A,qBKATA HA

Bb3JIOXI4TEJLfl T H.qlaa



LIA I43IIbJIHI4TEJI.flv. 3A.4bnxEH7t.E

5. I43llbJlHI4TEJLfT ce 3a.rr.brrxaBa :

5. 1 . B cpoK .qo 1 pa6oreH reHr Ia norBbprll noJryqaBaHero Ha
3a.sBKa Ha B.b3rloxr4rerr.{ Ha earc 056/Bj6656.
5'2' Ia rA3nparr' rI4cMeH orKas I npvt HeBb3MoxHocr .qa rA3rt,oJr,.w 3a.rrBKara HaBr:noNrreng, B cpoKa 3a lz3tlbJtHeHr4e Ha .uocraBKara . B cJIyr{aI4Te Ha orKa3 /B+.q noxcrzma nqm Trri,L+e I4Ma npaBo .4a 3aKynr4 OTKa3aHr4Te JIeKapCTBeHr4 npo.qyKTrA OT.4pyr .uocraBql4K. Pag'nvt xara e IreHara Ha JreKapcrBeH npo.EyKT no Hacros11lr4.c
'uoloBop In Ha ApyrrAs- .4ocraBr{zr (rcolard e [oJ]oxr4TeJrHa Berzr{r4Ha ) rqe ce r.b;xr'

TTcTa^namRAH2 ArnrDsno svpMd ('pavrax, pa3oacoBKa, onaKoBKa) ,o.4a TVr npe.4a.4e Haxpail.uux noryr{arer.
5.4. .4a [pera.qe croKr4Te/ raKerr4]?aHz u MapKr4paHr4
KOJI]4qECTBO ]4 KAqCCTBO, HA M,qCTOTO HA ,EOCTAB,qHE.

B CboTBeTHI4.q BVIAr

5 ' 5 ' 3a I43rI'bJrHeHI4e vrlr cKBaHvrfl.Ta ro t .2 . 4. or Hacro.qilIr4.q .qof oBop /7I:n'rrHzler.qr ue 6rge rlJrbxeH .ua n=.qaFa Heo6xogzl,u,rx .uoKyMeHT ro 3axona 3acrreroBo.qcrBoro 3a KopeKur4.s Ha qeHara B CpOK .40 5 (ner) pa60rHlz rHvr or
.qarara Ha noJlyrlaBaHe Ha r4cKaHero 3a roBa or Br:roNrzren.q.
5. 6. .4a lpe.qcraBr4 rrapaH47.s e: nn6ria
nn..TTorrrF^ t ^- -::::^i,i:1"::.-"=^ 

AOUpo t43rIbrIHeHI4e/ B pa3Mep Ha 22 (aea
rrvv+ertrq/ vr rrpolHo3HaTa cro]lHocr Ha HacToHuJIAfl. EoToeop 6es [[C, B e.qHa or
Qopvrzre/ npe.qBrr.qeHr4 B qJr. 60, aJr. 1Or gon.

vI. 3AIbJTXEHUfl HA Bb3JlOXr4TEJr.fl

6. Bb3JIOXI4TEJLflT ce 3arbrrxaBa:
6 'r ' Ia no.EaBa nl4cMeHara 3a.tBKa sa .qocraBKa K.bM llgn.lrnzre.ri.s no Haqr4Ha,
urrIJcAcJreH b '1'. r . J. oT HacTox,uwfl .qoIOBOp.
6'2' .[a npzevre .qocraBeH]4Te B cpoK m +a M.rrcro croKr4, cborBeTCTBarrIZr no Bvrn,
KOJII4TTeCTBO 14 KaqecrBo Ha onl4caHoro Il Hacro.qur4.q .qor1oBop.
6 ' 3 ' .[a :an.larl4 .qocraBeHl4Te croK]4 no pe.Ea Ha r.3 or Hac ro1nrwfl .uorroBop.6'4' ra B.b3craHoBI4 Ha IA=nrnuuTens. rapaHr-lil.rrra 3a 4o6po ,r3nblrr"e11r;eI B cpoKor 30 E]Hu cJle.q .qarara Ha I43nBJrHeHurd Ha Hacro.qulr4.s .qorroBop, B cnyuau qe
c'blIl4'sr e I43rI'bJrHeH 6e= ra ca nacryrnm.riu 06cro.creJrcrBara I Brl3rApaHra n pa:4en
VIII m Pasaer IX.

NI4CMCHATA

Ha cToKI4Te /
30% (rpragecer

vII. KATIECTBO/ fApAHIIr4fl U C?OK HA TOnHOCT

1 .l . Ksu rlarara Ha .EocraBKara / oc,ra'bqHr4.s cpoK Ha rro.qHocr[perMer Ha HacroAllll{.q .EOroBop, cJre.4Bif .4a 6s.qe He no-MaJr.bK oT
nnnlloumt \ nm ^Arrrrvr_{snto7 vr utrEBeHI4.q OT npOI43BO.UUfel,ffh,
1 '2 ' B cnyuait Ha rocraBKa Ha rel(apcrBeHr4 npo.qyKTyr c no-KparbK or
'qorroBopeHI4'q cpoK Ha rro.qHocr, IA=nYnuI,irrer.cr 3an.rlarua HeycroIZKa, r43pa3.sBarlace B npoueHr Bbpxy crorZHocrraor 2e,ee% to 20% - 1o% Bbpxy .;:rl::;;Fl"i]';"H:::.;:e'qBa:
or 19 , 99% no 10 % - 3 O % Bbpxy crorZnocrlra Ha .uocraBKara;

rlo,U 10% - 40e" Bbpxy crorZHocn.Ta Ha .EocraBKara.

VII]. OTIOBOPHOCT 3A HETOqHO I43I]bJIHEHI4E. PEKJIAMAUI4I4

B . 1 . Bb3JTOXI4TEJLflT uoxe .Ea npel.qBr4 peK {raMarlvua) KoJII4rrecrBo w HeKoMrrJIeKTHocr Ha croKr4Te
(eeuvt He.qocrarbqu) ;
6) Kar{ecrBo (crcprzrrz He.qocrarrrlu) :

- NPI4 .IOCTAB,'IHC HA CTOKVT HE OT
HacTo.qur4.s .uorroBop ;

nper I43|IbJIHI4TEJT.B sa :

wJtu TexHr4r{ecKaTa .qoKyMeHTau'I.rr

.qorroBopeHr4.s BwEr nocorleH B T. 1 or



- rrpr4 KoHCTaTr4paHe Ha .qeoeKTm npr4 ynoTpe6a Ha cTOKr4Te.
8.2. Perclavaqrrz ga fl-BHIA He.qocrarb[]4 Ha croKr4Te ce npaB.cr B MoMeHTa Harpe.qaBaHero IAM or Bb3IOXI4TELS Ha t'l3IlbJIHI4TEJlE / 3a Koero ce cbcraB.q
trpoToKOJI/ rro.4rrl4caH 14 OT .UBeTe CTpaHr4,i
B .3 ' Per<.nal'lauum ga cKprATIA He.qocrabrqz ce [paB.qr npe3 rJe1rufl. cpoK Haro.4Hocr Ha .4OCTaBeHI4Te CTOK'/I, Karo peKJIaMar-lvls.Ta ce npr4.upyxaBa
3a.4bJIXr4TeJIHO OT KOHCTaTT4BeH |IpoToKo,n
u ' 4. Bb3JIOX}{TEJLIT e .4JIbxeH .qa yBe.uoviz nu cveno I43llbJIHt4TEJLfl 3a ycraHoBeHr4re
reihercnv n T5lncrrJ^rTA-am\ nuan4etr/er!rvr D rJ \rrvrrtq.vver / ancrieH cpoK or KoHCTarl4paHero I4M.
8.5. B peKJlaMau,u\e ce rocoqBa roq'QTo KoJlr4qecrBo Ha roJlyrreH%Te croKI4, c
TexHI4'q naprl4.EeH HoMep/ ocHoBaHI4ero 3a peKraMar-u4,c v KoHKperHoro rzcKaHe Ha
Bb3JIOX'{TEJ],8 .

B . 6. lrpu peKraMarjr4.s sa s.BHu HeEocFarbqr4, r3rbJIHI4TEJItr e .uJrbxeH e 14
.4HEBEH CPOK OT NOJTYIIABAHC HA PCKJT MAII]4.CTA 3A CBO,q CMCTKA .EA IOCTABJ4cToKa, oTrroBap.qua Ha I43I4CKBaHIAq.Ta.
8.1 . TIpn peKraMar_U4.q sa cKpr4tru He.[oprarbur4/ IZ3|IbIHI4TEJ]ST e ,qJ]bxeH e 14
.uHeBeH cpoK or noJlyr{aBaHero Ha [poroKoJTa rto T. g . 3 . ra .qocraBr4 sa cBo.q
cMerKa croKa/ orrloBaPgula Ha I43I4CKBaEIAflTat uJrvr ro [per]eHKa Ha Bb3JIOXylTEJlfl
- .Ea B.bpHe cborBerHara qacr or 3arJliLdegala qeHa.
B . B . tr{=6oprr Ha nocoqeHr4Te no-rrope drgrraoNHocrv _ Ia ce B.bpHe cboTBeTHaTaqaCT OT IJlaTeHoTo / VIJTIA .qa Ce .UoCTaB.sT HOBI4 CTOKI4 - rrpr4Ha.UJIeXI4 Ha
Bb3JIoxI4TEIIfl w ce ynpaxH.cBa or Herro no,4 Sopvara Ha rmcMeHo yBe.qoMJreHr4e .EoTl3fIbJIHI4TEJLfl/ KaTo pa3xoII4Te vr pIACKOBeTe |Io HoBoTo .qocTaB.sHe Ca sa CMeTKa
ua I43llbJlHt{TELS.
B . 9. PernavtzpaHl4Te croKI4 ce cbxpaHrrBar or cborBerHyr.q KpaeH roJIyrrarerl , .qoypex.4aHe Ha peKJraMaur4l4Te .

B ' 10 . llput I43Terrr.sHe or rbprroBcr(ara Mpexa Ha olpe.qeJreHa flaprr4.qa
JIeKapcrBeHI4 Cpe.4crBa / KoJrI4qecrBoro n Brt!,a Ha c.brrlr4re ce B,b3craHoB.qBar orI[3nulnvttenx, B e.uHoMeceqeH cpoK 14 3a HerroBa cMerKa.
8.11. llpvr Her43nbJrHeHr4e Ha :a.q.uNdHlzero 3a .[ocraBKa B onpeIeJreHr4Te
cpoKoBe, Vl.3n1onul4Ter.qr .4IJIXI4 Ha Bb3ro}lrr4Ter.q ueycrolZr<.a n pa3Mep Ha 0.jZ Ha
,[eH B'bpxy croZHocrra Ha He]43rI'bJrHeHoror Ho He noBeqe or 10? (lecer
[poqeHTa) or crotZHocrra Ha HeI43rIbJ]HeHr4ero/ KaKTo u o6e=rueresne 3anpeTbpleHi4Te !,erAcTBIATeJTHtA Bpelr4 r CJryr{ar4Te, KorlaTO Te Ha.qxBbpJLqT
.qorroBopeHara HeycrolZrca
B'12.llpv uez:['brlHeH]4ero Ha sa.qbJIxeHmero ga .uocraBKa B 3a.qBeHara KoHKperHa
rroroBa .Eo3]4paHa JIeKapcrBeHa Qoprraa (xpaeH npogyxl) , llsr.rnnruer.qr .qbJrxr4Heycrozrca Ha Br3roNrrerE, B pa3Mdp Ha 3o% (rpz4ecer npoueHTa) orcrolZgocnra Ha Her43rrbJtHeHl4ero .

B . 13 . Br:noNut rer.qr uMa npaBo .Ea r43BBprxr4 r,o cBo.q [per]eHKa
HeyclolZxure I]o n.'7-2, T.B.rr., ,t.8.12. wJru Ha 3aBr4rxeHr{ero
Hacro.srlr4.s .4orroBop or .q.bJlxr4Mt4re K'bM I4$nrnHrtelx cyNtyr |Io ro3u

npr4xBarlaHe Ha
ro ,r.2.4. or
,4O|OBOp I VTJIIor rrapaHrJuflTa =a ao6po I4grI.bJIHeHJte.

IX. OTIOBOPHOCT IIP'{ HEI43IIbJIHEHI4E

9 'r. llpz HeI43rIbJIHeHI4e Ha go'ordpeHzre BarbrxeHr4.rr or crpaHa Hafr^-- .--,--^^ *-vr3n'bJlHwrenT I Bb3JIoxI4TeJLqr :", rMa npaBo .4a pa3BaJII4 .UorroBopa, c ryICMeHoyBe.qoMJIeH%e Io I(znatHureta, 6es .Ea My .EaBa .Uorr.bJIHTTeJreH cpoK 3aI43flbJIHeHI4e Ha KoHKperHoro 3a.u'bJIXeHI4e,i Karo 3a.[bpxl4 BHeceHara rlapaHutf .q ga
.4o6po r43nbJrHeHr4e.

x. nPvTu ycIIoBtAA

10.1. 3a HeypeleHr4Te Bbnpocr4
6rnlapcxo 3aKoHo.EareJICTBo .

B Hacrr9.qIrlti.q .qorroBop ce npr4Jrarra .qerZcrnauoro



L0.2. BssnoNrrren.sr Moxe rra npe.Kqaril
HenpeIBrIeHu o6cro.qreJIcrBa/ B.b3Hr4KHaJrI
c'bcTo fl.rtrre .Ea I43n,bJrHLr cBor4Te sa.q.brNeHrh.q .

10.3. BrgntarcHaJrnre Mex4y crpaHilre cnlpoee
T{oMncrFFI-TrFHTrs a.r-n R Fn Frznrrneu4 D rIr. uy}Jf.qu.
10 A Anna.T/ma^ArJse/l rs 3a KOpecnoH.qeHul4.q Me ry crpaHr4Te |Io Hacrro.{]q]l.s.EoroBop ca
KAKTO CJICIBA:
- sa 7l=ntJrHr4Ter.q : rp. Byplac/ yr. "ca+ cleQaHo,, Ns 28, TeJr. 056/85 rj 2r
- 3a Bs=roxzrer.q : r1pa.E Eyplac, 6ytt] ,,cre@aH craM6o.rioe,, N, J3, xilpyplr4rreH
Kopnyc Ha MEAJI-Byplac A,!, erax 'lt, len. /Qaxc 05 6 Bj 6 656 - BonHrzr{Ha
2 NMAK:

10.5. Bc.cxa or crpa'yrre .'o nacro.iqun .qor,oBop e EJrbxHa
yBe.uoMTr ,qpyf ara npr4 npoM.sHa Ha a4peca cw. B rporr4BeH
m3npareHo cso6ueHme ce cM.Erra 3a no.rfyueno, aKo e 7r3|IpareHo

.EOrroBopa, aKo B pe3yJrTaT Ha
UJICA CKJI(]I{BAHCTO MV, HE C B

rIo ['o3]4 .4OrrOBOp ce perxaBaT |Ipe.q

r,^^-^^-,,^nE5O.\Jctu-t-1U Ad
cJryltall I BC.sKo

Ha rIocIe.uH]4.S
nocorleH a.upec 3a KopecnoH.qeHr_u4.er.
10 . 6 . Bc.sna or crpaHr4Te ro Hacrb.suiz.s loloBop ce Ba.q,bJrxaBa Ia Hepa3fipocrpaH.sBa mHQopua4vra 3a .qpyra'rd crpaHa , crauana ft r{BBecrHa npr' ralrw
no naR.)n T/Qnqnuaur/ahn rr,.A^*-+'vuv4 -'-"-"'HeHI4ero Ha .uoroBopa. ffHQoptvtarr/rs.Ta rro npeEXoEHoro ]4gpe.reHr4e
BKJrroqBa u o6cto.qteJICTBa, cBbp3aHz c rbproBCKara.uerzHocr, TexHt4qecKyrre
flpoqectrr npoeKTI4 vrlru @uuaucvt Ha Qlpanmre vrr/t B.bB Bpb3Ka c Hoy-xay,
z=o6pereHrze, roJle3HtI MoreJII4 uJrrr EpyrJa npaea or no4o6eH xapaKTep, cBbp3aHlrc 7l3nbnHeH%ero Ha oouecleeHara nopdura. Toea [paBIzJ]o He ce nprzJlarra ro
orHoIIIeHI4e Ha 3a'4BrIXI4TeJIHara rzuQopuhilra, Ko.qro Btsroxrter.qr cJIe.qBa rla

n.rrlreAc'r'dBI4 Ha ArreHum.qra no oouecrBelII4 nop'brrKI4 cro6pa=Ho pe.Ea, npeEBr4.qeH B
30rI.
10.7 .3a Balrvr!,Hvr 6aHrcoerz cMerKr4,
CC CM,STAT:

3a tr4s[brHr4Ter.s:
Yuurcpeanr Eyn6aurc A.E;
fBAN : BGO9UNCR70001517 0680]- 4 ;
BfC xoa: UNCRBGSF;

3a nIallaHr4.q cBbpSaHI4 C HaCTO'IU'l.S .4OrrOBOp

1 '1 1 rr^-^- ^*- -l- r_ . _L . AOI_'oBop.bT BII'13a
31 . 10 .2075 ro.qr4Ha .

11 . 2 .,C.rre4 r43tr4rraHe cpoKa
c'blrlrzre ycJroBrt+, cto6pa:Ho

eEr4H 3a BC.SKa crpaHr4Te.

Br=noNltren
Vnn: przmo n .

XI . 3AKIIOI{I4TEilUIZ PA3IIOPEIIEI4

B cr4Jra or .UaraEa Ha cKrroqBaHero My 14 e cbc cpoK .Uo

Ha ,EOTOBOpF. I c,bulvr[T 3a|Ia3Ba .4erZcTBr4eTO Cu npyr
vrzucKBanvrtrra sa 3OlI .

ce c.bcraBr4 B .EBa egHoo6pasHm eK3eMnr.spa ro

TlgnrnHmterr
LzTan TTrrnavmnh r

I\Jvt/.

Jfi
/ A-p IaH.q ba3o

fTna nco nl ma nr!r v4v!Aq f vrr

/Teoprlt



TEXHI4qECKO NPETJIOXEH}IE 3A IaSNHIHEHT4E HA [oPtsqKATA

or: €APKOJI A'[

c Hacro.quoro , Bw npe.qcraB.qMe HarireTo [pe.qJroxeHyre sa .qocraBKa Ha:

1 T-Tnar . rrlreAJralaMe cJIe.4HI4Te CpOKOBe 3a ilS|lBJIHeHr4e:

- np]4 [epr4o.4r4r{Hl4.qOCTaBKr4 -,4O 10 pa6ornz.qH or no.qaBaHe Ha 3a.qBKara;

- np],l B'b3HI4KHaJIa Heooxo.4I4MOC[' n$esu cpoKa Ha |Iep71or]4r{HI4Te ,qocraBKl4 _
go 5 pa6ornr EHu or no.qaBaHe Ha 3a.sBKarai

2. llpe4lalaue BC.sKa nr4cMeHa ga.qBKa
6s.qe u=npauasa Ha OaKc Ns 056 851 '122t c
Ha .qarara Ha i4grrpauaHero u .rAznbJrHeHr4eTo

3. llpe.EloxeHrlero Hvr e BaJryuHo 9O
no.EaBaHe ua oQepra, r.e. ao 11.06.20 15r,.

.[ara
W:nire n Qatll, tnvtz

T-Ta r-'.^.tlt-,tA-LIl4t] Ha ynbJIHOMOIIIeHOTO JIl,lUe

TJnavunam
Aur u/]\lrve r

Hazl"renonaHr4e Ha yqacrHlfKa

O6na qarr llp 2

lo
,,KOIl-Byprac" EOOI

rp. ByPIAC

3a .4oc['aBKa Ha BbSfioxrlTetrls .4a HU
KOeTO Ce rapaHTr4pa noJTyUaeaHero lZ

iZ e onracaHr4Te [o-r,ope cpoKoBe.

KaJreH.uapHTl J'Hr4 OT Xpafinux cpoK 3a

M

AsaEoMo-
treparreB!r,rr
lreH Ko,q

/ATc/

MexAyHapo,qt{
o

gerratreI:EHO
I{A'TME'IOBAH'!

e,/rr'rN,/

JIeKapctrBel{a
Qopua

!t*pKa

r[tr)oFHOSt{O
KOJI,.qECIlB

o
(B

rIOCOqel{atr
a MspKa)

T'gpFoBcKo
HavMerroBaHtre

IIpr4Eercatrer

paSPeuelt%es
o5a

ynonpe6a

MaKcxMatl
eH cpoK Ha
roAHocT - B

roA14Hl,l

(no
pa3peueH

ue 3a
ynorpe6a)

1 2 5 4 D o I 9

1 LOlXAO2 Carboplatin napeHrepanH
a QopMa

mg 300000 Carboplatin Actavis
Actavis

r;r.rrn DTa

I4cra:d!-r4A

1.5

6 .03 .207
PalZo Kap

lle-rar
VnrnnoluoqeH llpe4clae

Ha oAPKOn AI



vvYuJvl Lr r

IIEHOBO ITPETJIOXEHI4E

OT: €APKOJI AT

T-Tn^ *-^rrpeJlJrd-L'dMe cJTe.uHaTa ueHa Ha @eprzpaHz.e JreKapcTBeH npo.4yKT:

llo,unw c:

Ne ATC NN
Iexapcreeta

gopnlra Mrpra

nporHoSHo
KOTI/lqECTBO

(B

nocoqeHaTa
tl rpxa)

TrproBcKo
HAIMEHOBAHUE

flprrexaren ra
pa3peueHnero 3a

ynorpe6a

Maxcrvanet
cpoK Ha

roAHocT - B
foA14Ht4 (no

pa3peueHIe
sa ynorpe6a)

l-lera oa
mg, c
[Ac

1 2 3 4 5 6 1 B 9 10

1 LOlXAO2 Carboplatin napeHrepanHa
Sopua

mg 300000 )arboplatin Actavis
Actavis croup

PTC ehf,
vtwJLanayr^

1.5 0.L416
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