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lnec-......:...2013 roA. B rp. .{o6przv, Ha ocHoBaHr4e qrr. 4l or 3axoua :a

o6ulecraennre IIopr,r{Kl4, ce cKntoqr4 HacT'orql4rr roroBop 3a AocraBKa Mexry:
,,EKOOAPM" EOOA, cbc ceqanurrte rp. Co$r.rr 1574, a4pec 

"u 
y;npuun.Hr4e 6y,r.

,.1{epHu Bpr,x" 14, 6,r. 3, EI4K 130390055, rpeAcraB!,rflBaHo or llemp fpnropon Be,rea, raro
H3IIT,J'IHI{TCI rIO AO|OBOP:A O6qCCTBCHA IIOPbqKA, HAPHqAH IIPOAABAq V

"MHO|O|IPOOI4JIHA EOJIHI,II-IA 3,A AKTI4BHO JIEI{EHI4E - AOEpt4rt..AA rp. [o6prau, ctc ceAa'.lnu]e H aApec Ha ynpaBJreHHe: rp. !o6pr.rv, y,r. "flaHailor Xnros..,\'r 24, rer. 058/ 600 160, Sarcc: 058/600 414, e-maii: oblbr-dbeigon.net, BVrcrA-f:
124141302' npe;rcraBrttBaHo or A-p Mapuru I4BaHoe AHaHHee - I4.r,innr-eH l{rzpex.rop
Ha Apy)KecrBoro, HapuqaHa KVIIVBAtI.

cTpAHr.{TE CE CnOpA3yMrXA 3,{ CIEIHOTO:

nPEAMET HA AO|OBOPA L{ UEHr4
l.(1) flpoaaBaqbr nporaBa Ha KynyBaqa neKapcrBeHr4re [poi]yKm, oflucaHn no-

Aony' 3a Kol4To e rloAaJl oQepra B flpolleAypa 3a Bb3JrafaHe ua o6u]ecrBeHa rropbrrKa
JoroBaprHe 6eg o6se,reHHe:
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Carboplatin-'leva
10 mg/ml l5ml
conc.sol. in1. X I

Dacarbazine 200 mg
powder for solution
for injection x 10
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(2) lleuonure npeAnox(eHr4t
(3) flporuo3Hara clofiHocr

o6ulecrBeHa nopbqKa r4 B raSnuuara rro
3ali.vtlt4 B nocorlcHfig o6ev.

Ha rrpo,laBaqa ca IIocoqeHH B nper]xonHaTa a"r4Hefl.
.Ha .qoc'raBKaTa, IIocor{eHH B IOKyMeHTaqnflTa 3a
ar. i He nopaxrar 3aAbn)KeHl4e 3a Ky[vBaqa na ru

cPoKoBE 14 HAr{t4H HA njIAU_l,AHE
2' Cporcr,r Ha Hacrotulna AoroBoll e l l (e4raua4ecer) meceqa or .qarara Ha

flornucBaHero My' lorosoplr rtpo.qbnxaLsa geilcrouero cu AO cK,rr]or{BaHero Ha noroBoD c
;pyr r.r3nbnHHTer c.reA [poBe](AaHe sa o6uecrseHa nopT,qKa.

3. [IocoqeHHre e rrr. l,renapcTneHu npoAyKrr,r u1e 6r,4ar AocraBflHr4 or
npolaBalla Ha KynyBaqa B cpoK Ao 24 (goa4ecer 14 uerrapra) qaca cneA 3aflBrBaHero HM.

4. Is,rxfin'rara Ha flpoAaBar{a cyMa tto BcrKa orAenHa AocraBKa rqe 6l4e nJrareHa
or KynyBaqa no 6aHrcoeara cMerKa Ha [poAaBaqa B cpoK 4o 60 (ruecrlece'r) KaneHAapHH IH]l
c"reI H3IaBaHero Ha $axrypa or npoAaBaLta.

,[o6*-iMffie"
I o6eH AHo ] eua eopma rrla
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Intertek
5' cpoxr'r Ha roAHocr Ha AOcraBeHr4Te neKapcrBeHl4 rrporyKTr4 rpa6aa Aa e Heno-Kpar"bK or 60 (ruecrgecer) oZ or o6r{ara roAHocr KbM MoMeHra Ha ilocraBKa.

MtCTo HA I43IIbJIHEHI4E 14 nPIIMI4HABAHE HA COECTBEHOCTTA6' 3a Naqcro Ha AocraBqHe Ha neKapcrBeHHre npoAyKrr4 ce onpeae,rq .,MEA.,-I-
[o6prau" AA rp. [o6pr.ru, y,r. "llauaftor )(uros,'J\,i, 24, ,uand,,EonHr,rrrHo anreKa,..7' codcreeHocrra Bbpxy nocraBqH,re neKapcrBeH, npoAyKrr4 14 p,cKbr orfi'b"rlHoro I'IJI14 qacraqHoro I.{M rrofHBaHe npeMHHaBa Bbpxy KynyBaqa or MOMeH,ra HaIlpl"leMaHero HM Ha Mtcroro Ha AOCTaBTH. c [p,eMo-npeAaBare.reH nporoKoJ t4Jil4 Ap],fpaBHo3HaqeH iloKyMeHT.

npABA 14 3AAbrxEHU' HA npoAABArtA
8. Ilpo4aeaqbr e An'xeH Aa AocraBr neKapcrBeH, rrpoAyKTr4, Kor4.r.o HMarpa3peueHne :a ynorpe6a 

-rn" 
yao.toBepeH,e 3a perucrpaqn, Ha neKapcrBeHq npoAyKrn ,,o

'1:t' 23' an' l or 3'rrilXM il orroeupir' nu H3r4CKBaHHrra 3a KaqecrBo, 6esonacHocr 14ecf aracuoc'r no 3IIflXM:
9. [_(eHara Ha neKapcrBeHule npollyKrr4

U3UCKBAHVfl:
rpqoBa Aa oTroBapr Ha creAHr{re

9. l. [Ipe4;rafaHara qeHa Ha .reKapcrBeHr4Te npoAyKrn, Kor4To ca BKJIK)qSHH Bflo:urHeuHt neKapcrBeH cnl4cT,K H 3aniralllaHz c ny6,ruuHr4 cpeAcrBa, .qa He e no-Br4coKa orperynl4paHara lleHa no flpu,roxesue J\b 2 or flJIC, [ocoqeHa B KoJ]oHa M (crofiuocr HaonaKoBKa, H3rrHcJ,-reHa sa 6aza pe$epeurua crofiHOCr :a 4e$raHupaHara i{HeBHa ,qo3a).9'2' llpeuaraHara I(eHa Ha neKapcrBeH,re npoAyKrr4, r43B1,H re3r4 no r. 10.1., aaHe e ro-BHcoKa or flpeAenHara (uaxcnlta,rHala [poAa]KHa LleHa Ha itpe6uo), nocor{eHa BPerucrlpa Ha MaKcuMarHHTe npoAalxHr4 rreHu Ha J,reKapcrBeHure [poAyKTH, ornycxaHlr 6e:JCKAPCKO IIPE.qTIHCAHI4C IZ MAKCI4MZIJIHI4TE TIPOIDI(HH UEBU BA ICKAPCTBCHI4TC NPOIVKTI4,ornycKaH14 no.leKapcKo npeAnhcaune (pe:rurcmp Ha flpeAenHnre qeun).
l0' B cnyqar4re, Koraro rrporaBaqr,r AocraBr neKapcrBeHr4 npoAy*Tr4.cl,.lbpxaulu HapKoTr4qHH BeuIecTBa, Te3u neKapcTBeHr4 npoAyrcrra rpr6aa Aa oTroBaprT HaLl3ucKBaHuflra Hur rrJt. 68 or 3KHBfl.
I i. flpqqanavtr e ljrblKeH Aa lt3na,qe

JeKapcrBeH H IIpolyKrr4.
B cpoK Saxrypa 3a locraBeHr{re

nPABA H 3AAbIXEHVIfl H,4 KyftyBAqA
12.(1). Kynysa.rr,r uMa npaBo i1a npoBeprBa

locraBKa. KaTO rrpt4 ycTaHoBqBaHe Ha HecboTBeTCTBHe e
cpoK or 21 qaca.

KOJ'IHr{eCTBOTO Ha BCtKa oT.qenHa
nirbxeH Ia yBeIoMr4 npo,qaBaqa B

(2)' flpu )/craHoBtBaHe Ha l{ecT,o'rBercrBue B KaqecrBo'ro Ha :Joc.r aBeH14re
'reKapcrBeHfi npo/lyKTH Ky[yBaqbr e AJrbxeH Aa ]'BeroMH flpo.qaBar{a B CpoK ot )4 uaca.(3)' Hect'orsercrB,e'ro Ha KonHqecrBoro 14 KaqecrBoro ce ycraHoBrBa ctlpOTOKOI, CT,CTaB9H OT KOMHCfit, CT,CTaBCHa OT iIJIbXHOCTHHTQ Jr[rla Ha KynyBaqa.

(4). B c;ryuafi, qe [poAaBaqbr B cpoK ro 24 Lraca creA yBeAoMrBaHero no a.r. lu/uttu 2 octtoplz llllcMeHo HecborBercrB,ero Ha KaqecrBoro, roft Moxe Aa HcKa npoBepKaraNr), or )'rbnHoMouleHa la6oparopnr.
13. Kynynaubr e rlnb)r(eH Aa 3alnnaru ],foBopeHara qeHa B pa3Mepa, r1o HaqHHa HB CpOKa, O[peAeneHU B HaCTOqqHJT AofoBopf.
l4' Kynynaq'br Molre Aa pa3Bailv AoroBopa, aKo B pe3ynra1 Ha o6crol.r.e:rcrea,

Bb3HHKH€ulH c.[eA cKr'I]oqBaHero My, He e B cT,crotlHHe Aa I43nr,nHH cBoHTe 3a.qr,n)KeH]4r.

HEYCTOIZK14
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l5'(1)' llpn sa6aea Ha AocraBKa or crpaHa Ha rrpoAaBaqa c roBerr e ot 24(.1salecer u uetupu) qaca, KvnyBaqbr r4Ma flpaBo Ia [oJ,ryrrr4 Heycrofirca B pa3Mep Ha3aKOHHI4q J,.II4XBeH npOqeHT or CrofiHocrra Ha /qocraBKara 3a BceKr4 geH :a6asa.(2)' tlpu ycraHoBtBaHe Ha HecborBercrBr4e B KoJrr4qecrBoro, flporaBaqr,r errbxeH 'rla AOCTaBI4 nhncBarloTo Koi'lHr{ecrBo rIpIJ CneABaIqaru AOCTaBKa, a np]4 TIOHCKBaHeor crpaHa Ha KynyBaLIa B cpoK or 24 uaca. lTpu HeH3nbnHeHHe Ha ToBa 3arbnxeHr4eKy[yBaqr,T HMa flpaBo ra noJ'r),r{r4 ueyc.rorTrca B pa3Mep Ha 3aKOHHH' Jrr4xBeH npo(eHr orcrofrHocrra Ha AocraBKara 3a BceKr4 4eu :la6aea.
(3). flpra )'craHoBrBaHe Ha Hecr,orBercrBr4e B KaqecrBoro, nporlaBaqbr e AJ.rbxeHla .locraBH JeKapcTBeHr4 rrpoA).KTr.r c yfoBopeHoTo KaqecTBO npr4 cneABaxlaTa IOCraBKa, anpH noHcKBaHe or crpaHa Ha l(yflyBaqa B cpoK or 24 uaca. flpu Her43rrbnHeHHe Ha roBa3a'qbn)I(eHl4e KynyBaqbr uMa npaBo Aa rlo,lytll4 ueycrofixa B pa3Mep Ha 3aKoHHr4r J,ruxBeHilpoqeHr or crofiHocrra Ha AocraBKara 3a BceKr,t AeH :a6aaa.
(4). g cnyqa're no anr{Her{ 2._u 3, uno npoou"aqbr He rocraBu rofotsopeHoro.KynyBaqbr uMa npaBo Aa 3aKy'1 HeOr5xoAuvr4re My neKapcrBeHu rporyKrr4 .,r Apyf'qocraBqHK' rcaro pa:ltuxara MexAy l-leHara tto roroBop a u geitcrzureJrHo 3a[J,rareHa.fa ueFra e3a cMerKa Ha npo.qaRaqa H Ce )Abp)Ka or cneABauoro AbiDK4Mo flnauraHe.16.(l). frpu orKrB Ha nporaBaqa Aa AocraBu 3arBeHr,re My neKapcrBeH,flpory*r, unu ilpu za6asa rroBeqe or 7 (celelr) 4Hu, KynyBaqr,r r4Ma [paBo Aa noryqr4ueycrofixa B pa3Mep 5 (ner) o/o or crofisocrra r{a AocraBKara 3a BceKH cnyuahHa orKa3 r4nu3aKoHHHt r'lHXBeH npoL{eHT or cTofiHocrra Ha AocraBKara 3a BceKr4 4eH sa6ara, n Aa3aKynHueo6xoEnnrHre My neKapcrBeHr4 rrpoAyKrt4 or 71pyr AocraBquK.(2)' B c.'Iyqaure no [peAxoAHitra zLrHHer pr*,'r,Kara MexAy r]eHara rro jlofoBopaIt 'lefrcrs,re'tHo 3arllareHara qeHa e 3a c:MerK. Ha npo,qaBaqa ro u3T,qaHero Ha cpoKa HaJefrcreile Ha rol-oBopa vru Ao cKnloqBaHero Ha HoB AoroBop:a o6ulecrBeHa nopbr{Ka cbccbrrlr4r npelMer.

(3) Orrca:tr rro aJ,r. I ce y4ocroBepnBa nHcMeHo
KOfaTo nocle.qHHtT He I{3npaTI4 IIHCMO 3a oTKa3, CbIII4TT Ce
rHeBHur cpoK or. MoMeHTa Ha sa6asata.

I7'(l) flpu rocraBKa Ha neKapcrBeH, npoAyKrr, cpoKT,r Ha foAHocr sa rofiro e

ffi|f,ffi;; 
cpoKa Ha LIr'l' 5, u:nl'tuurerrsr AT,!'rxI4 Ha Bb3J'roxr4rei,rr Heycrofixa e pa3Mep,

l.npn 4ocraBKa cbc cpoK Ha foAHOcr or 59.99 ao 50 %, ot o6u1u, cpoK Hafo^lHocr - 5 % (ner npoqeHra) alpxy croiluocrra Ha locraBKara;
2'npu ,10craBKa CT,C CpoK Ha foAHOCr or 4g.gg ao 40 %o ot o6uryfl cpoK Haro.qHocr - l0 % (,lec.er npoileHra) Bbpxy cr.ofiuocna Ha AocraBKara;
3.npn EocraBKa cbc cpoK Hrr rollHocr or 39.99 ao 30 yo or o6uru, cpoK HarolHocr - 30 % (rprz;ecer nporleura) Bbpxy croiinocrra Ha locraBKara;zl.npa gocraBKa cbc cpoK Hit rollHocr ot 29.99 rc 20 o/o ot o6u\vt cpoK Hafo;rHocr - 60 % (ruecr;1ecer npoqeura) Bbpxy crrliisocrra Ha AocraBKara;
5.npu gocraBKa cbc cpoK Ha foAHocr noa 20 %o or o6ryn cpoK Ha r.o,Hocr _90 % (,reeer.qecer npoqeHra) BT,pxy irofiuocrra Ha .qocraBKara.

(2)' {ocraeKara Ha JIeKapcrBeH [poryKr cr,c cpoK Ha roAHocr,rro-Kpa'b* ot 10 o/o
or o6ul,q cpoK Ha roAHocr ce t't3BbprlrBa caMo crreA MorHBHpaHo peureH,e Ha pr,KoBoAr4Te!,r,Ha Ky[yBaqa 3a KoHKperHoro Koi'IHqecrBo. Beg ,ap"""oto rrHcMeHo cbfjrac14e Hapb*oBorl4Tenq Ha Ky[yBaqa neKapcrBeHilTe rrpoAyKrH He ce 3arrJ.raqar Ha rrpoAaBaqa.

18. Kynyeaqbr uMa [paBo Aa r.rcKa o6e:rqereuue B nr,reH pa3Mep Ha BpeArire,KoHTo e trperbpntJ'I B pe3yxrar Ha 3a6aeesa'ra ulustu HeKaqecrBeHara locraBKa.19' flpa sa6asa Ha nJ'IaqaHe or crpaHa Ha KyrryBaqa, [ocJreAHr4rr r]r,,r)(r4 Ha[poJaBaqa ueycrofrxa, B pa3Mep Ha 3aKoHHara Jrr4xBa.

w
Intertek

oT trpoAaBaqa, a B C,'tyqauTe,
[peAIIOJ'lafa, aKO e ngrercl,r 7_
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|TPEKPATTBAHE HA AOfOBOPA
20. loroeopbr ce rpeKparqBa

I' c H:'rn'jaHe Ha cpoKa, ga rcoii:ro e cKr'rror{eH, ocBeH B cnyqaHTe no q,r. 2, Hg.Bropo.

2' npu cl4creMHo HeH3nT,rl{eHHe Ha AocraBKHTe Ha JreKapcrBeH, [pory*Tr4 rroKonr4LrecrBo uluwt KalrecrBo or crpaHa Ha rrpoAaBaqa;
3' or KyrryBaqa. aKo B pe3ynrar Ha oocroqreJrcrBa, Bb3HHKHa,,r4 cJercKJlotiBaHero My' He e B cbcroflH,e Aa I43nr,.[rlu cBoure 3aAbnxeHut.

APyft4 ycJIOBr4t
21.(l) CrpaHure ro AoroBopa He Morar Aa

lrperBlrreHh s .r,'r. 43, a,r. 2 or 3OlI.
(2) B c,ryvail, ve no BpeMe Ha AeficroHe Ha AoroBopa, crofiuocrra Ha Aoc'aBrHxeKapcrBeH IIpoAyKr' orlpeAeneHa no pela na llape46ara 3a pefynr4par{e fi pefncrpapaHe HaIleHHTe Ha 'lreKapcrBeHHTe npoAyKTI4' ycnoButTa, npaBr4rara u Kpurepuvre 3a BKJrruqBaHe.npoMeHu ptlnnu I43ruIIoqBaHe Ha neKapcrlleHl4 rrpoAyKTr4 or no3,Tr,rBHr4r neKapcrBeH cnucb*t4 ycJ''IoBl4tra u pe\a sa pa6ora Ha KoMncuqra no LIeHr.r H perana6ypcnpaHe w';1v no peAa Ha

'qpyr HopMaTI4BeH aKr' cTaHe rIo-HucKa oT,qoroBopeHara, KynyBarrr,T 3anraula neKapsrBeHHqfipOAyKT nO [O-H]'lCKaTa IJeHa' OT AaTaTa Ha BJIu3aHeTO B CI4JIa Ha pettteHnerO ga Kollr CuflTaro rleHu n penna6ypc}rpaHe HnH Ha Apyr pefynaropeH opraH.
22' crpaHttre 

''o AoroBopa qe pe[IaBar Bb3HriKHaJ,rHTe rro H3rrbrHeHHerocnopoBe no B3aHMHO Cr,fnacue. a aKo rcrBa e H.B'3MOXHO no peAa Ha frIK npeA poAoBOKoMnereHrHtlfl, cbr n rp. [o6przu.
23' 3a BcHrlKH HeypeAeHn ro Hac'oqq,r roroBop Bbnpoc, r,.e ce lrp,rafarpa:nopea6rzre ua 3oll, 33A, T3 H Apyfr4rs orHOq4MH HopMarr4BHH aKroBe.
24'(l)' 3a zatnguu arpect4 3a np,er(aHe ua cr,o6u1eHr4r, cBbp3aHr4 c Hacroflu\us,

.lOfOBOp ce cMflTaT aApecr4Te, t]ocoqeHH B HaqiltoTo Ha AOfOBOpa.
(2)' flplr npoMtHa Ha AaHHI4rrJ to 

'peAxorHara 
zur,Her, c.borBerHara crpaHa e.utxHa.la yBe.qoMH Apyfara B rpa,qHeBeH CpOK O.f [poMrHara.

flpa crcrae.sHe Ha Hacrottrl't'roro*op ce npercraBr4xa cnerHHre AoKyMeH.fh:
1. Cenrere,rcrBa 3a cbrriMocr Ha ilpe"qcraBr,rrBaurule JrHua.

Hacroruluar rofoBop ce cbcraBu B Tprl eguooopa:Hn eK3eMnnrpa, eAr4H 3a[polaBaLra u lBa 3A KyrryBaqa.

flPolABAr{: KV|IVBAIi:
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