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.{uec, 2or9 r. , B lp. Eyplac, ua ocHoBaHr4e rrJI . rr2, an. 1 0TBpb3Ka c npoBejleHa npor-ie.qypa ro pe,Ea .ul .1B , aJr.r, 1.1 or 3olr nNs 27 or 24 -0j .2019 r'I. Ha vnpaerrena Ha ,,KoMnreKceH oHKoJrorr4qeHEyplac" EOOI/ Mex.4y:

I."KOMI|IJIEKCEH OHKOJIOII4qEH UEHTbp-EyplAC- EOO.t:/ c alpec Ha ynpaBrreHr4e rrp.Eyplacl 6yl . ",{elnroxparlr4fl', Ns 86, EI{K 000053191, ,p"otr.*Jr.qBaH or .rpoQ. r_pxPTicro cro'sHoB Bo:3oB - ynpaezren, or e.qHa crpaHa, Hapl4r{aH no-.qoJry 3aKparKo cr "Bb3JIOXI4TEIJI-

w

2. ,,E4OOAPM" EOOL EI4K 130390055, cbc ce.qaJTr4rrle vr arpec Ha ynpaBJreHlrern l^A--^ 1A^11'Ir'uoQ'.qt 142rt pafioH JIo=eHeq, 6ytt.,,vepuw Bpbx,, Ne r4,61 .3, naprepf|Ipe.qcraBr.qBaHo or llerrp Benee _ ynpaBr4TeJr/ rlpeB rtbJrHoMorlHr4Ka Anerccau.urpTep:neB, or .qpyla CTpaHa/ HapI4r{aH no-.qoJry 3a KpaTKocr .'ll3ll,bIIHIITEJI,,,
ce cKrrqqr4 Hacro.qnlr4.ST .4.rroBop, c npe.4Mer: ,,,!ocraerca Ha JreKapcrBeHr4 npo.tryKTr43a JIertqHI4e Ha OHKOJJOTTI4TTH]4 Sa6OI.qBaHl4.q.. .

I . NPEIMET I{A .IOIOBOI?A

1.1. Bb3IOXI4TELST Bb3JTarra, a
JIeKapcTBeHr4 npo.[yKT]r 3a Jrer{eHr4e
,qory "croKl4", cblrlacHo ycroBz.qra
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7 ' 2 ' llpra I43rI'bJIHeHI4e Ha cKJTlorreHI4.s .qo'oBop, B.b3roxr4TeJrAT rrle r43rrorB.s cBor4Te3a.qBKr4 Ba reKapcTBeHr4Te npo.UyKTur, |lo KoHKperHI4 rrOToBI4 Eo3rApaHw JTeKapcrBeHl4
oopvM (xpaen npo4yrcr) , Koi4l'o, KtM .uara,ra Ha no.uifBcrHe Ha 3a.qBKara, em'yprpare [rozn'lvBHr4fl J]eKapcrBeH c'rl4cbK - llprznoNeHze 2, or c,buJu. np]4TexareJr Hapa3perxeHr4eTo =a ynorpe6a.
1.3 ' Iul3'olee'mre or Br:roxzrer.q nmcMeHn garrBK:r4 3a .qocraBKa ue 6.14a.'I43npaqaHl4 Ha I4:nsJrnmnen.cr ro earc 02 / gO690-lI , c Koero ce rrapaHTt4panoJ]yr{aBaHero I4M Ha ,4arara Ha l4SnparuaHero 14 m3[.bJrHeH]4ero r4M B .qOIOBOpeHr4TecpoKoBe ro T .4.I. w r.4.3 .

r ' 4 ' Ko u'recreara 3if .qBeHI4 JIeKapcrBa ue ca B c.borBercrBr4e c peaJIHr4Te Hyx.qr4Ha Bgsroxr4rer.q,
1 ' 5 ' B cnyuait, qe ro BpeMe Ha 

'z3nBrHeHr4e Ha .uorroBopa H.EK.,^ JreKapcrBeHr4fIpo.EyKTI4 rpecraHar IIa ce rpor43BexEar n/unr4 u5.Jrfl3ar or ynorpe6a w/unu 6r.qar3aJIrrleHI'{ e IlJic-lIpI4rIoxeHI4e Ne 2 , Br:roxrrer.qr ue nl,a npaBo r rro cr4JTara HaHacTo.qljlr4g .qor,oBop, IIa 3a.cB.sBa .4OCraBKa oT cbruecTByBarrll4 nJTVr FtoBo BKIITOqeHI4 Blrc-rpr4roxeHl4e Ne 2 rerapcrBeHr4 npo.tryKTTr I Kow,no rr4 3aMe'.arr rro rJe'vr,o[pe.4eJ]qHm 3a 3aMecrrBaHr4.s reKapcrBeH [po.uyKT nO pera Ha TO3m .4orroBoD _



I I . UEHI4 14 OBXIA CTOIZHOCT HA IOCTABKI4TE IIO NOIOBOPA^r-r ffvvrarrJalyrf ! lrv +]lv1 uD\JrA

3;1;^j.-"r:._^::-_.1.r*uO"nBeHmr npo.uyKrr4 BKrrroqBar crorZsocr'a Ha croKara,ofIaKoBKa/ 3acrpaxobrld 14 TpaHcnopr/ TaKCI4 | Mt4Ta, U Apyrw pa3xo.4r4, 40 xpa%uizxrroJlyr{atrer - oonHr4rlHara a[TeKa }Ia ne.re6Horo 3aBeIeH]4e, c rrc.2 '2 ' Ileuara Ha JreKiLpcrBeHl4re npo.EyKTr4 no .qororiopa e Qzxcmpan a r4 He [o.qJrex]4Ha npoM'qHa 3a cpoKa na .4elZcreme Ha rtorroBopa/ ocBeH B cJIyqar4Te/ [pe.uBr4.qeHr4
R UANA

2 '3 ' IIIpr HaMar.cBaHe Ha l-leHara rto .{r.55 or Hape46ara 3a vcJroBufl.TallpaBI4JIeTa 14 pe.4a 3a perryJrr4paHe u perzcTpr4paHe Ha qeHr4Te Ha JleKapcTBeHr4Tenpo'qyKT]4 - peQepeHTHara qeHa, vrIn4 [poM.qHa .Ha .Eor]oBopr4paHara TaKaBa orH3OK' HacrbrII4JIo or .ueH.s Ha orBap.qHe Ha oQeprara na Tl3llbJIHlITEJLE ao rcpai1uuncpoK Ba r43n.bJrHeHr4e Ha .qoroBopa, Brsloxl4Ter.qr 6esycnoeno ue 3artJrarlaJIeKapcTBeHr4Te [po.EyKT]4 Ha Ta3r4 rlo_ts-vICKa ueHa, oT .[aTaTa Ha BJI]43aHe B CI4JraHa KOHKpeTHOTO peneHr4e.
2 .4 . tlpw wznlopueHa r4 rtp]4era .EocraBKa Ha JreKapcrBeHr4 cpe,ECTBa c.bc 3aBmrrreHaqeHa ' He3aBucI4I4o or MoMeHra Ha KoHCTarI4paHe Ha ToBa o6cro.qreJlcTBo /I4=n'anut4reJT.sr .q'brxr4 Ha Bgg.noxmrer.q crofiHocrra Ha 3aBl4rxeHr4ero.2.5. llpoluo=Hara o6qa crotZnocn Ha IoloBopa ce onpe.qer.s Ha 34 523r75 neea,6aa TlTTalvvJ AAv.

]II.YCJ]OBIIfl. IA
? 1 n+-,,,-,,^-^J. _L - llJtdtl_lctHeTO |IO HaCTO.SIIII4.q .qOfrOBOp
crpaHa rta Bb3JIOI<IATE,IIfl.t ro rtocoqeHara
ff3|IbIHMTEI,S.

FIAI{I4H HA IIJ]A]IIAHE
ce ocbrlecrB.sBa rlpe3 6aHrcoe npeBo.q or
B Hacro.qulr4.q .qorroeop 6aurcoBa cMerKa Ha

fIepr4o.4]4r{Ha .qocTaBKa /
I (envrt ) n:6nmaH nauI ysvv r err Asn

3.2. 3anlauaHero Hci croKr4Te rto .qoloBopa Moxe ,ua ce ]43BbprrrBa orJloxeHo r !,o601nrocri naaom\vv \usurlAEUU-L'/ KaJIeH.uapHIA lHut cJle.q I43B'bpIIIBaHe Ha .qocraBKara,
3 ' 3 ' .{ocTaeuara Qa.rcrypar cbcraBeHa cbFJracHo lz3r{cKBaHvrflTa Ha 3cu, 3IIC vrIlfi3IIC/ c'b.q'bpxa I4 peKBI43vrru orF.ocHo [apruEeH HoMep Ha Me.E]4KaMeH?a, cpoK Harro.qHocrl r HoMep Ha pagperxeHl4ero :a npo.qaN6a 

"? A fla^-^J ' 't ' /-{oc'1'd'BKara ce cql4Ta 3a I43B'bpIIleHa cJIe.q no.qnr4cBaHe Ha earcrypata r4npl4eMare JrHlAs' onmc or Ynpaerrenx Ha 6o.rnrqHata arreKa, c Koero cey.qocroBep'sBa npl4eMaIHero Ha JIeKapcrB eF.rA'_ npo.EyKrr e 6onHra-rHara anreKa HaBrsloNraren.q.
3 . 5 . Rc.qKa .uocraBKa Ha HoBa nap.rl4ra or .qar.EeH JreKapcrBeH npo.qyKT,3a'4'bJrxr4TeJrHO Ce npr4.4pyxaBa c .4OKyMeHT (CeprrQrrcar), cb.4,bpr(ar4 rHQOpua4rAfl 3a
IATATA HA [PO]43BO.qCTBO ]4 CPOK HA I'O.4HOCT HA JIE.KAPCTBEHI4,S NPOIYKT,
3 ' 6 ' 3a.q'l'rrxeru4ero FIa Br=.rroxzte.n.c 3a 3anJ'arqaHe Ha BC.rrKa rocraBKa Bb3Hr4KBacJIe.4 I43iR.bpIxBaHe Ha nocortet{r4Te e r.3.4. Aefi.crens..

IV.CPOK I4 MflCTO HA NOCTAB'THE4'r' Bc'qKa orrerHa .qocraBKa, npe.qMer Ha Hacrorruii4.s .qoloBop/ cJre,EBa ra 6sre.qocraBeFa B cpoK .qo 1 (e4rrn ) pa6oreg ,qeH cJrel rroJryrlaBaHe Ha 3a.qBKara HaBb3JIoxI'lrEJrf tt 3a Ko.rrr4qecrBara/ ToqHo onpe.ueJreHr4 r] He.q.
4 '2 ' 3a KoJIl4qecrBa/ .4ocraBeHr4 rA3B'bH :]a.sBKara rro r.4.L. , B.b3JI9XI4TELqT H.qMa3albJrxeHvre 3a nJIarIaHe.
4 .3. lrpn Bb3Hr4KHaJra Heo6xo.qzMocr , .A3B,TH cpoKoBere Ha
7l=nrnHzFel.qr e .EJr.br(eH Ea ocbrrlecrBr4 .UocraBKa B cpoK .EooT no.EaRaHero lZ.
4 .4 . crorcmre ce .qocraB.qr n 6ornrz.rHara arrer(a Ha
a.qpec: fp . Eypr,ac r yJr. "Ior_l ".4-p KoHcraHTr4H K.bH.reB.' .

"KOII-Eyplac"EOO.{r Hd

4 ' 5 ' Pilcrcsr or c.nyualznoro norr'4BaHe wJru noBpex.qaHe Ha croKr4Te [peM]4HaBaBbpxy Bb3JIoxmrEJLfl or MoMeHTa Ha npl4eMaHero r,iM Hc) M.scroro Ha.EocraB.qHe, cm3.uaBaHe Ha [p]4eMaTeJteH onr4c.



v" 3AnbnxEHylfl HA r43|IbIHr,fTELS5. I43llbJlUI4TEJLfT ce 3a.qbrrxaBa:
5 ' 1' B cporc 'Eo 1 pia6oreH .EeH/ Ea norB'bp.qr4 noJryr{crBaHero Ha nmcMeHara 3a.qBr(aHa Bs=Jroxl4rer.s Ha Qarcc 056/Bj6656.
5 ' 2 ' Il]plr HeBb3MoxHocr ,qa u3r'b'rHvr 3a.{BKa Ha BbSJroxzrerx, B cpoKoBere
'qorroBopeHl4 e r'4.1. v n.4.3., Ea lr3nparrA lr4cMeH TKaB aafi-xrcno Bnocne4Eue pa6onen gen, e rolzro IA3TIrqa cborBeTr{rAfl. cpoK 3 .EocraBKa.
5 ' 3 ' .[a .[ocraB]4 3a.sBeFIZTe croKr4 B .qo'oBopeHr4.s cpoK vr B 3a.sBeHaraJIeKapcTBeua Qopua (rpavaN, pa:eacoBKa/ oraKoBKat) w la r,lr fipe.ua.qe Ha rcpawuwnI1OJIYqATEJI .

5. 4 . fla npe.uaEe croKr4r,e / [aKerr4paHr4 tA McrpKr4paHr4 B CbOTBCTHI4,q BVIE IKOrII4rfecTBo I4 KaqeCTBO, Ha MflCTOTO Ha ,4OCTaBEHe.
5.5. Ba r43rrbJrHer{r4e yr3ucKBaHuflTa o T.2.4.
l'=nrnnt.rer.sr rqe 6.rge .qJrbxeH .Ea vr3*aB Heo6xo,,lzlv.uz.q
3a KopeKLuAA Ha rleHara B cpoK .qo 5(ner:) pa6orHyt rlvrHa I4cKaHero 3a roBa or Br=roNnren.q.
5 . 6 ' .4a [pe.qcraB]4 rrapaHur4.a 3a 4o6po r43rrbJrHeHr4e / B pa3Mep Ha 2z (aearpo4euca) or noorHo3Hara crorznocr Ha Hacror;tslttl JIOloBop 6e: .{,{C, B e.'Ha OTQopMr4Tef npe.qBr4.qeHz: e ul .111, an.5 or 3OlL

vr. 3AIibnxEHrAfl I4 IPABA HA B'b3J]OXI4TEI,S6. Bb3JIOXI4TEJI,ET ce 3al.bJrxaBa:
6.1. I no.qaBa []4cMeHara 3a.qBKa 3a .uocraBKa K.bM I4=nrnuvtretx ro Haqr4H:olpe.qereH B r.1.3. or HacrofruJrAfr..qoloBop.
6'2' rq npzeue .qocrraBeHl4Te B cpoK ra Ha M.qcro croKr.t cborBercrBarrlr4 no Brrl\rKorr4rreqrBo r4 Kar4ecrBo Ha OI]4CaHOTO B Hacro.sqr4.s .qorroBop.
6 ' 3 ' .[a :anlarl4 .qocraBeH]4Te croK'4 no pe.qa Ha T. 3 or sac rotrrrrt'fl .qoroBop.o'*'-^o1 Bb3craHoBI4 Ha l4=nb"[Hzler.q rrapaHqr4.sra 3a go6po u3nbJr1e1r4e, B cpoKor 60 funw cJTe.q .qarara Ha r43n.bJlHeHr4e Ha Hacro.qur4.q .qoroBop, B cnyuait r{e
cr'>trIl4'sr e I43r'bJIHeH 6e= ra ca Hacybrrt'tf,In o6cro.qr:eJ]crBara I Bl4,rnpaHn e pa:.qe,nVIIf vr Pa:.Uel IX.
5'5 B cryr{al4re Ha orKa3 Ha TAzn|-nuurenx ro ,.r.5.2., Br=noxzren.qn IIIE I4MAIIPABO Ea 3aKynl4 orKagaHl4Te JreKapcrBeHr4 npo.qyKTr4 or ,rpyr ,EocraBq,,rK.Pagrrnara B qeHara Ha JIeKapcrBeH nporlyKT no Hac'o fl.'Jr4fr .qorroBop ra Ha Epyrvrfr.qocTaBrrl4r (rco|ano e oTpr4UareJIHa BeJrr4qr4Ha ) Iqe ce .qbJtxr4 oT I/15jnbJrl{I4|.,]enfl Karoneycrorarca,

vlr. KATIECTBO/ fApAHUmfl w cpoK HA TOIHOCT
1 'r ' Kgrra '.arara Ha .EocraBKara/ ocra'brrH,.s crloK Ha rro.uHocr Ha croKi4Te,lperMer Ha HacroflrlrAfr .qorroBop/ cre.4Ba .qa 6t.qe FIe [o-MaJ].bK or 30% (rpr4ecernporleHTa) or o6.qBeHr4.q or rrpor43Bo.trr4Ter.q.
1 ' 2 ' B cnyuaft Ha .qocraBKa Ha Jre.KapcrBeHr4 rrpo.qyKTr, c
,4orroBoppHl4.s cpoK Ha rro.trHocrf VI=nrnnvtter.sr 3anJlilqer Heycrorarca
B IIPO]-ICFT B'bPXY CNOIZHOCTTA HA .qOCTABKAT / KAKTO C]JICIBA:ot 29,99e" Eo 20% - 10% Bbpxy crolZnocrra Ha .qocraBKara,.or 19'99% l,o 10% - 20% Bbpxy crorzHocrra Ha .qocraBKara;no.u ruz _ 30? B.bpxy crorZrrocrra Ha .4ocraBKara.

vr r r . oTloBoPHocr 3A HETOqHO I43[bJIHEH]4E . pEzuIAMAUI{r4
B ' 1' BbBJIOXZITEJLf,T uoNe .qa npe EnBrA peKJTaMarrvrrA nf)eE I43llbJIHyITEJLf sa:a) KoJII4F{ecrBo r4 HeI(oMrIJIeKTHocrf Ha clroKr4Te rAnvr rexHI4qecKara .qoKyMeHT arJw'.(aeHr HE.uocrarauw) ;
O) KaqecrBo (crcprrm He.Eocrar.rqm) :

- npl4 '4qCTaB'SHe Ha clroKl4 He or .4oroBotr)eHvrfl BwEt nocor{eH e 1.1 or Hacro HnJvrFr.4oroBop i
- npyr KoHCTarzpaHe na .qeOercTrl npw ynorpe6a Ha c:ToK]4Te.

oT HacTo.qilI]4.q ,4orroBop /
.qoKyMeHr ro 3C.r u 3IIC
or .4araTa Ha noJ]yrlaBaHe

no-KpaTbK oT
I n3pa3fr.Bauja ce



B '2 ' FeKraMaI-u4% 3a fl'B."In He.qocrarbqr4 Ha croKr4Te ce npaB.qr B MoMeHTa Hanpe'4aBaHero uM olr I43llbJlHI4TEJLfl Ha Bb3JIoXtr4:f EJIfl, 3a Koero ce cbcraB.cnpoToKOJr/ rro.ErI4CaH U OT .4BeTe cTpaHr4.
8 ' 3 ' Pprclavaqvrlr 3a cKpI4TI4 He.qocrarbqr4 ce npaBJTT .,pe3 rJeJ]i4.s cpoK Ha ro.qHocrHa 'qooraBeHI4Te croKI4 / Karo peKJlaMauutrra ce np',r.EpyxaBa 3a.qbJrxr4TeJrHo orKOHCTaTT4BeH npoTOKOJJ.
B .4 . Bb3JIOXI4TEJLflT e .qlbxeH
.qeOeKTr, 14 cBovrre r4srrcKBaHufl
Ha He.qgcTaTbqr4Te.
B .5. B peKJraMaqvrwre ce rocoqBa ror{HoTo
TexHr4.c flilpT]4.EeH HOMep/ ocHoBaHr4eTO 3a
Bb3J]OXlTTEN,8.

.qa yBe.qoMr4 rr4cMeHo I43[brHI4TEr,s 3a ycraHoBeHr4re
e 15 (nerHarecer) rseeen cpoK or KoHcraTr4paHero

KOJII4rIeCuBo Ha |IOJIyrteHI4Te cT)KIA I C
peKJlaMairlr4.c u KoHKpeTHOTO r4cKaHe Ha

8.6. IIPrZ PCrcIAMAIJ]/-(iL 3A .SBHI4 HC.EOCTAT'bU]4, I43IIbJIHI4TEJI,ST ECPOK OT IIOJJYqABAHC HA PCKJ]AMAUI.fl.T  3A CBO'I CMCTKA
oTIOBap.qqa Ha I437ICKBaHVIfl.Ta.

.url.bxeH e 14 .EHeeeH
Ea .4ocraBl4 CTOKa /

B '1 ' nblt peKraMaul4.q 3a cKpt'r.Tw He.qocrarblu4, I43lIbrHmTEr,sr e .qJrbxeH e 14
'qHeBeH CpoK OT [oryrraBaHero Ha [poroKoJIa ro T. B . 3 . .qa .4OCTaB]4 3a cBo.qcMerKa croKa, orrroBaP.qua Ha wSucKBaHZ.qra, tAJtvr no [peqeHKa Ha Bb3IOXmTELq,l43JIoxeHa B yBe.EoMJIeHl4ero |Io t .8 . 4 . , .Ea BbpHe cborBerHara qacr or3anJtareHara UeHa (4a n=4a4e Kpe.qr4THo r:3Becrr,te) .
B . B , Tls6opsr Ha rtocoqeH]4Te no-rrope B.b3MoxHocrr4 _ ra ce BbpHe cborBerHaTaqacr qT 

''rareHoro r vrJrvr .qa ce .EocraB.sr HOBZ. croK, - nprHa4Jrexr, HaDDrJlu.ir\.I/t1|-JlX rA Ce yllpaxH.sBa oT Herro rloI QOpvtar:a Ha nmcMeHO yBe.EOMJ]eHt4e.qo
W3If'LIIHUTE,JIfl., Karo pa3xo.qzre r4 pr4cKoBere rto Bpr,rlaHero 14 HoBoro .EocraB.sHe ca3a cMerKa Ha lI3llbIHI4TELS.
B ' 9 ' PerclarrazoaHl4Te croKI4 ce cbxpaH.qBar or c.borBerHr4.q KpaeH noJlyqareJI , .qoypex.qaEe Ha peKJraMar_ir4r4Te .

B ' 10 ' ltrpr ,o=rerrJr'q'e or 
'bproBCKara Mpexa Ha onpe.ueJreHa rraprr4ra JreKapcrBeHr4CPE.4CTBA, KOJT],IqCCTBOTO VI BTAEA HA CbIII4Te Ce B.bSCTaHoB,sBaT oT IA3IloIlrI4TeJ71., Be.4HOMeCer{eH CpoK u 3a HeIOBa cMeTKa,

B'11' llpm Hers['bJ]HeHI4e Ha 3a.q'bJIXeHI4ero 3a ,qocraBr(a B o[pe.ueJreH]4Te cpoKoBe,Tlsnr,rHrarer.qr .qbrxr4 Ha Br=roxzrer.q Heycrolzxa B pa3Mep Ha o.1z Hd re' BbpxycroZsocrra Ha Her4:lrbJrHeHoror Ho He roBer{e or 1O% (.uecer lpoqesra) orcroftI.ocirra Ha HeI43rIbJIHeHmero, KaK'|'o rA o6e=ruereHme 3a nperbpneHr4Ter'eitcrzuneJr*r4 Bpe.ql4 | B cJryqa'4Te / Koraro T,e Ha.qxB.bpr.qr .qorroBopeHaraHeyclorZ6a.
B'12'np1t HeI43rIbJIHeHt{ero Ha 3a.qbJrxeHvlero 3a .EocraBKa B 3a.qBeHara KoHKperHarroroBa 'qo3l4paHa JTeKapcrBeHa Qopua (rcpaen npo4yxr ) , I4gn.usrlen.qr I'.bJrlyJlHeycrol4Ka sa Bs=JToxr4TeJr.q, B pa3Mep Ha 3O% (rpvgecer npo4eHla) or crorZnocrraHa Her43n.bJIHeHr4eTo .

B ' 13 ' B'lbnoxrzter.qr 
^Ma fipcrBo .qa ]43Bbprxr4 rro cBo.q npeqeHKa [pr4xBarraHe HaHeycrotZrnre ro r'6'5', t-'7-2l T'8.11. r T.8.I2. r4nm Ha 3aBr4rrreHr4ero ror '2 ' 4 ' or Hacro'qllll4,l .qoroBop or .E'bJIXl4Mr4Te K.rM lr=n1onuwren,_ cy\ryI ro ro3r4

.qorroBop I rAJjrr or lap:lHLlr4frTa 3a .qo6po r43rrbJIHeHme.

IX. OTIOBOPHOCT ]IPI4 HEI43IIbJ]EIEHI4E
9'r' lrpt'l uew=nbJIHeHI4e Ha rorroBopeHr4re 3a.q'bJrxeH.,l.fl. or crpaHa lra ll:nrrHvrreJr'lB'r=roxrzte'n'ql vrMa [paBo ,ua pa3BaJ]r4 .qo'oBopa, c: nr4cMeHo yBe.qoMJ.eHr4e .qoI43nblHltrer'', 6e= .Ea My .qaBa .uorI'bJrHr4TeJIeH cpoK 3a r43rrbJiHeHr4e, Karo 3a.Ebp)rs4BHeceHara rapaHrlta+ 

=)a 4o6po %3rr.bJrHeHme.

x. IPyrm ycJloBm_E
10 ' 1 ' 3a Heype.qeHr4Te Bbnpocr4 B Hacro.srlr4.q .qorroBop ce npr4Jrara Eezc,rea,,IoroOsllapcrto gaKoHo.qareJICTBo .

I0.2. Bs=roxzrer.qr Mo)r(e ra [peKparo, .qorroBopa, aKo B pe3yJrrar HaHenpeIBlrEeHr4 o6croqreJIcTBa , B,b3HrAKHaJrr4 cJTe.E cKJIIor{BaHero MV t He e Bc.bcTogHr4e .ua r43rrt JIH'A CBOr4 Te 3a,u,L,Jlr(eHra rr .



*a 
"rrrrloou",Te, I43pa3eHo [J4CMeHoi

a na.ur.119 or 3OlI;
r,r npoBe.ueHa npoqe.qypa or IleHtpa.nHmnoprraH pa nopbrlKl4 n cQepara Ha S.qpaBeona3BaHero nplr M3 ca rorroBopeHr4 qeHr4aa JIII, Koyrro ca ro--Hr4cKr4 or qeHr4Te no Togl4 .qorloBop.r0 ' 4 ' llporraeHn B Hacro.sqv.s .Eo'oBop ce .qolycKar no r43KJIroqeHr4e, Korlaro eI43r'brIHeHo yclroBr4ero ro un-rr6, an.r, r.r u r.7 or 3orL10'5' Er:HrrcsaJII4Te Mex.qy crpaH'4Te cnopoBe rro ro3r4 .uorroBop ce perrlaBar npe.uKoM[ereHrHrrfl c,b4 B rp. Byplac.

10 ' 6 ' Arpecmre 3a KopecnoH.ueHIJ,I4.s Mex.uy crpaH%Te .,o Hacro.cur^,q .qorroBop caKaKTO OJre.uBa:

- za IL=nbrHr4Ter.c : rp. coem.a, vlr. "AraHac !yxoe,, 29, ,,peitu6oy ;1ra3a.,, er.3- 3a B1r="[oNzren.q : rrpa.q Byplac, 6yn. "creQaH cralr6oroe.. Ns J 3 , Xzpyp'zuenKopryc rla MEAJI-Byplac A!, eraN 7, re.rr./Oarcc 056 gj6 656 _ EonnmrrHa arreKa.10'7' Bc'qxa o'crpaHmre no Hacro.s,,Ir4.a.qorroBop e.qJr.bxna ne:a6aBHo.qa yBe.uoMr4
'4pyrara IIpl4 [poM'qHa Ha arpeca cu. B npor]4BeH cnyuait, BC.qKo 14 3[pareHocrooueHme ce cM'sra 3a noJ'yr{eHo, aKo e l43npareHo Ha nocJle.EHi4.q nocoqeH arpec3a KOpeCloH.treHUr4.S.
10. 8 . Bc.srca or crpaHr4Te ro Hacro.rrur4.s .qorroBop ce 3a.E.bJrxaBa .qa Hepa3npoqTpaH'sBa zHQoprraaqrafl. 3a .rpylara crpaHa, craHaJra it uz,'ecrHa np,o uJtw nonoBo'u I43n'bJrHeHI4 ero Ha .4oroBopa. TIHQopuarlrl:_r a ro rrpe.qxo.uHoro lr3peqeH]4e
:llt""" vt oOcro.areJrcrBa I cBbp3aHr4 c TbprroBCKara .uelZHocr,/ TexHr4rf ecKr4Tefipoliec4t npoeKT]4 wJru Svtuaucvt Ha crpaHl4Te uJrrr B,bB Bpb3Ka c Hoy-xay,I43oopereHl4'c' noJIe3HI4 Mo.4ervl wnlr Epyr'4 npaBa or r:o.4o6en xapaKTep, cB.sp3aHJ4c m3nbJIHeHI4ero Ha o6uecreeHara nopbrrKa. Toea npaBI4JIo He ce npr4Jrara ,'oorHoIxeHI4e Ha 3a.ubJIXI4TeJrHara muQoplvr;rqrza, KoFtro BrsroNzleJIrIT cJIe.uBa .qaflpe'4cratsm Ha A'e'qzxra ro o6rqecteenr nopbrrKl4 cro6pa:Ho pe.ua, [perBm.qeH B30ti.
10. 9.3a BaIrr4EHw 6anrcoez cMerKr4,
CC CM,STAT:

3a |IJJaIIIaHTIg CBbpSaH]4 C HaCTO.SqI4.A IOIOBOp

3a TisrrfiHr4TeJr.rr: EaHrca VHzxpegu r By.ri6aHx
IBAN BG4BUNCR7OOO1523204465
IJIU UNCRBGSF

XI . 3Aru]IOq',ITE"]:tH71
11 . 1 . [!loeoprr BJ]yrga B c?rJla or .rarata
I43rbrHeHr4e - .Uo 31 . 10 . 2020 tonwna .
II .2. Hacroaqm.qr .EouoBop ce c.bcraBr4 B nBa egHoo6paeHtt

PA3IIOPE.4Ei4
Ha CKJIIOT{BaHeTO My 14 e cbc cpoK Ha

- |Io e.q]4H

7I:n,rlHmre.n:
Erco(rapvr EOOI
lIe paBr4

T'-:HN
, qpe3
Tepsree



O6paseu M 2

Io
KOU - EyPTAC EOOrI

rp. BYPTAC

[:pElJroxEHnE 3A H3fltsJIHEHr4E HA IIOptsqKATA

3aOor.qBaHr4.q..
3a cJre4HrAfl, JreKapcrBeH npo.4yKT :

1p llpe4na'aue cJre.uHZTe cpoKoBe 3a l43r-rbJrHeHr4e:
- npn nepl4o.uI4rJH%.4OCTaBKrA I\o'.L /ewn/.qeH(He fjroBer{e oT 10 pa6onuzIHrA or no.uaBaHe Hat saaercata);
- npYI B'b3H%KHaJIa Heo6xo4lzMocr u13BtH cpoK.a Ha nepn o.qr4r{Hr4Te

'qocraBKl4 Ao r /elnn/ reH (ne noBeqe or 5 pa6oruz r,,rA or rro.qaBaHe Ha.-^a^ \Jqzbrld'I'cl I -

2 ) llpe4rialavre Bc.{Ka
Ht4 6t4e zsfipatt1aH:a Ha
fIoJIyr{aHaHeTo nr Ha .qaTaTa
no-ropq cpoKoBe.

3.
mu-

.trOrroBop.

C's'.nacum cMe c BCrArJKyr ycroBr4.c ga I4BllBJtHeHI,e Ha nop.br{KaTa, B

OT: Erco0apu EOOI
(uamueuoBaHr4e Ha yqacrHmrca)

C rtacro.qxloro , I)vt npe.qcraB.qMe Har'ero rtpe.qJ]oxeHrze
,,.!ocraexa Ha JreKapcrBeHr4 rrpoJJVKTu 3a JreqeHrle

3a r43B.bprIIBaHe Ha
HA OHKOJIOTT]4I{H14

otr
IE

Al{aEolao-
treFaneBtr9tqell

K6A /ATc/

MexAyIIapoAHo
HeIIa!!elIllHO

llEtttlltelIoB aHgte
/rNr{/

JIeKapctrBerta
(!opua MEpra

rq)oFtrogHo
ICOJll4qec|!BO

(e
rIOCOqe}Ia'!a

MrpKa)

Ih6PFoBcKo
llattMet|oBaH%e

IIpztrexatreJI

pagpeueHnetlt
o5a

ynorpe6a

Cpor ua
noAHOCT OT

IIPV e

t-oAttlItl
1 2 3 4 5 6 1 8 9
3

Y03AFO 
1 Mesna napeHTepaJTHa

OopMa
Mg 8s0000 Uromitexan

sol. inj .

EKo0apM
fpyn A,4

5

n%cMeHa Ba.qBKa .3a .qocraBKa Ha B.tgnoNwrer.c .Ea
@arcc Ne 02/9069017, c Koero ce lapaHr%pa
Ha lzgnpaxlaHero tA mgrr.bJlHeHr4ero ft. B oriilcaHr4Te

olpe.qeJreHz.s cpoK Ha BaJrr4JIHocr Ha o6eprara c npoeKTa Ha

fto.[|IVic :

A.nor<r-: H nLn

T.lploecrcz

\ IEqAT

ql

oMorqH14K

llm

fie.n: . 02 .01 .2079 rr .

(zve -)rcgnnm \



O6paseq tF 3

OT: ErcgQapu EOOI

llpe4nalaue cJle.qHara l_IeHa

.qo
,,KOU - Eyplac,, EOO.|
lp. Eyplac

4EHOBO TIPETJIOXEHI4I:

(HaurMeuoBaHrze Ha y.racrHmrca)

Ha ooepzpaH JreKapcTBeH npo.qyKT:

oII
TI

ATC INN JIeKapctrBerra
(!opua l4.EpKa

IIPorrsoStro
TCOJI'4\IEClDE|O

(B
rocolaetlatra

uapra)

TEpt'oEcKo
l|arlldetloBaltMe

Ilptlsexatrer Ha
pasPe[eH%etDO
sa ynorpe6a

Cpor
HA

NOAHOCT

or IfPV
B

IIeHa c IIIC
3a

nocoqeI{aII!a
MrrPKa B

xo.n. 5
1 2 ? 4 6 I 9 10

3 v03AFQ1 Mesna napeHTepaJrHa
0opMa Mg 850000 Uromitexan sof.

inj .

EKooapM rpyn
A.q 5 0.04881

JJr m: . 02 . 01 .2079 rr . ITO.qlr4c :

Anerccau4rp Te

Trploecrcm 4
(uwe vt

|IEqAT



3oll , Bbe
PeueHzo

1.*KOMIJJIEKCEH oHKoJ]oII4qEH 4EHTbP-EyP.TAC. Eoo.4, c alpec Ha ynpaBJIeH%e Tp.Byprac , 6Yn. ".{evtorcpatlrax" Ne 86, EIiiK 000053191, ,rp".qtnuuJr.sBaH or npo6. r-pxPl4cro cro.SHoB Eo3oB vnpaezren, or e.uHa crpaHa/ HapzrraH no-.EoJry saKparKoor *Bb3JIOXI4TEJI"

u

2 ' ,,oboHI4KC OAPMA" Eoo.u , EI/IK 203283623, cbc ce.uaJrlrue vr arpec HaynpaBJreH%e : r'p. coQzs , r'7 00 , parzon crygenrcrcv, yl. ,,oxonoBpbcreH rybr,, , NsI99A, rpe,4craBfi'sBaHo or ynpaBl4TeJr./r[e cw Becenrzn KyHee , IOnuau Hege.nvee,Palocrran lmtlrz npoe ra Hvtxonait Konee, rJpe3 ynbJIHoMorrIeHr4Te npe5craB v11'eJrwiKpacuttlrp Hvr<olaee vt [,aauena Hzxonoea 3ae.uHor or rpyra crpaHa, HapmqaHrIo-.EoJry 3a KparKocl "7I3II,bJIH[TEJL,,,

ce cKJIol{I4 Hacro'cxll4'sr .qorroBopr c npe.4Mer: ,,.!oclaerca Ha JIeKapc['BeHyI npo.tryKauga reqeHlAe Ha oHKoJJorI4-rHra sa6or.sBaHlz.s.. .

I .IIPEIMET HA .UOIOBOPA

1.1. BB3JIOXI4TEJI.ET Bbgrrarla, a
JreKapcTFeHr4 frpo.tryKT7l 3a JlerJeHr4e
,qory "choKr4", cbrJTacHo ycroBr4,sra

EOTOBOP

'!uec' 2oLg T.t B'p.Eyp'ac, Ha ocHoBaHr4e rrJr.rlr2, ar.1 0TBpb3Ka c rpoBe.qeHa npoqe,4ypa no peEa .rn. 1B , alr.1_ , I . 1 or 3oll uNe 2l or 24 ' 07 .zoLg rr . Ha Ynpaezre.nx Ha ,,KoMnrexceH oHKoJrorr%rreHEyplac" EOO.U, Mex.uy:

v1stlbJrflyl 1.UJIX] ce 3a.ubJII(aBa .4a IOCTaBI/1
Ha oHKororrrrrrHz Ba6onezauua, Hap4.uanlz- no

Ha HacToflIt\IAg. .qorroBop, KaKI'O CJTe.qBa:

on
Ne

t

ITCXATEN HA

"l;;;ffi""" 
ll

IK

t4

Rtq1 2 3 4

4 L01XC17 Nivolumab napeHt'epanHa
gopua mg 46 080

Oodivo
Concentrate for
solution for infusion

Bristol-Myers
Squibb Pharma
EEIG, 06.Kp-ao

2r 24,432

6 L01XE21 Regorafeni
b

nepopanHa
QOpMa

mg 201 600
Stivarga Film
coated tablet

Bayer AG,
l-epnaaxIq 3r 1,4426

7 101 BC59
Trifluridine/

Tipiracil
nepopanHa

SopMa

DDD-1tabl.
115 mgl6.14

mg/
6 400

Lonsurf Film
coated tablet

Les Laborato-
ires Servier,
QpaHurr

2,5r. 56,436

8 101 BC59 Trifluridine/
Tipiracil

nepopanHa
SollMa

DDD-1tabl.
120 mgl8.19

mg/
12 800

Lonsurf Filnr
coated tablet

Les Laborato-
ires Servier,
(DoaHunc

2,5r. 75,12

o LO1 XE33 Palbociclib nepopanHa
cpopMa mg 744 450

lbrance
Capsule, hard

Pfizer Europe
MA EE|G,
6enrus

2r 1,938496

I .2 . IIpU l43nbJrHeHr4e Ha cKJrror{eHrr.s
3a.rrBKr4 3a JreKapcTBeHZTe [po.qyKTr4,
eopMr4 ( KpaeH npo,qyrr ) , Kor4To, KbM
e lIo=urryBHrtfr. JreKapcrBeH crrr4cbK
pasperxeHr4ero =a ynorpe6a.

.4oloBop, Bgsnoxlzrer.sr rqe lz3rrorB.g cBot4Te
fro KoHKpe['H]4 rroToB7I LOSrLpaHu JIeKapcTBeHl,I

,Earara Ha [o.EaBaHe Ha 3a.sBKara, Qmlypzpar
- flpz.noxeHme 2, or c,buJrAfr npr4TexareJT Ha

1' 3 ' Tlgr'oreenzle or B*groxuI Ter.s nuc'e*r zaHB*, 3a .uoc['aBKa ]qe o*.uart43npaUaHl4 Ha Tl3nbrH7lTer.s no e . rrott1a : e . tod.orova@phoenixpharma. bqr, c KoeToce rapaHTr4pa [oJTyr{dBaHeTo uM Ha .qaTaTa Ha r43npauaHe[o w vr3nbnHery4g-E-q rIM B.4oroBopeH]4Te cpoKoBe rlo n.4.7. 14 T,4.3. ,z-;lrv]|a ^'..



1,.4 , KonuTJecrBara Ba,cBeHr4 rieKapcrBa rle caHa Btsnoxr4Ter.s. B CboTBeTCTBl4e c peaJrHr4Te Hyx<Er/,

IO

t4

HA

u
CE

HA

l- ' 5 ' B cnyuailt' ' 
qe no BpeMe Ha 14 gnbJrHeHr4e Ha rlorloBopa rrfl.Koyr JIeKapcrBeHr4npo.qyKrI4 npecraHaT JIa ce flpor43BexEan u/nnu rl3JrE3ar oT ynorpe6a u/unn 6r.qau3aJrlzqeHr4 n IIJIC -llpz..noxeuue Ns 2 , Brsroxzren.sr ue r/rMa npaBo , tro crunara HaHacro'sultl'c 'qorroBop/ JIa 3aEB.cBa .qocraBKa or cbrrlecrByBar!J4 uJrvr HOB' BKfiorreHur B

'IJIC-Ilpm"rroxeH,oe 
Ne 2 ,uerapcrBeHr, rrpo.qyKTvl, Korrro rr4 3aMeHETr rro r\e'wlofipe'qeJ]eHVI 3a 3aMec:rlBaHI4.E JIeKapcrBeH npo.qyKT no pe.qa Ha ro3r4 .qorloBop.

II " UEH'I I4 OEIIIA CTOilHOCT HA .4OCTABKI4TE NO IOIOBOPA2 'r ' ueHhTe Ha JIeKapcrBeH%Te npo.qyKTz BKJJroqrJar crolzuocrra Ha croKara/oflaKoBKat 3acrpaxoBKa 
'4 T'paHcnopr, TaKcvrt M%Ta n Epyrvr pa3xo4l4/ ,qo rcpafinnnnoryrrarer - 60nHr.rHarra anreKa Ha ne.{e6HOro 3aBe.qeHze/ c rrc.2.2. Ilenara Ha JreKatr)crBeHi4Te npo.qyK'yt no,qoloBopa e Qznczpana il He rorlJre)Kl,rHa npoM.sHa 3a cpor(Er Ha .Eeficteme Ha .qorroBopa/ ocBeH B cryr{ar4Te, [pe.qBr4.ueH]lB Herro.

2 ' 3 ' Trpn HaMafi'sBaH:e Ha qeHara no qn. 55 or Hapeg6aua 3a ycJjoBt,nra IrIpaBI4JIaTa 14 pe.ua 3A peryJrr4paHe v perr4cTpr4paHe Ha ueHr4Te Ha JreKapcTBeHr4Tenpo'qyKTl, - peQepeHlcHara ueHa I r4nvl npoM.sHa Ha .qorloBopr4paHara TaKaBa orH3OK' HacrbrII4JIo or .[eH'E Ha orBap.{He I{a oQeprara na t4snbJlHrrtrnlg ao xpa;uuxcpoK 3a r43nbrHeHI4o Ha ,EoroBopa, Bb3roxI4TeJI.q'r 6esycnoeuo qe BanJrarraJIeKapcrBeHI4Te npo.qyKTl4 Ha Ta3Il no-HIACKa r-leHa/ of, .Earara Ha BJrr43aHe B CWJTaHa KOHKpeTHOTO pe[errr4e.
2 ' 4 ' Trpyt vtserpll,eHa IA npl'e'ra .EocraBKa Ha JreKapcrEleHr4 cpe,Ecrea cbc 3aBZrJeHa
UeHa / fIe3aBlfcullo c)T MoMeHTa Ha KoHcraruIpaFIe Ha roBa o6clogleJrcrBo /TlgnsrFrI4rer.sr .qbrx<u fla Brgnoxrrer.q croftHocrra Ha gaB,ueFr,r4ero.
2.5. llpoIHo3Hara o6ula crofiuocr Ha IIOIoBOpa ce onpe.Eer.q Ha 3 4g5 4:f2,06JreBa, 6es .U.EC .

] ] ] . YCJ]OBIAfl, I4 iNqTIH HA NIzuTAHE
3. 1. fl.taqauero 

''o LracrofrrJJvrs. .qoloBop ce oc,brqecrBgBa qpe= oaHKoB flpeBo.q orDn hfr/u'I'pdHa Ha b'b5JlOXtl'IEJLA/ no rlocoqeHaTa B HaCTo.st4I4.s Eoloeqp 6anroBa CMeTKa Ha143IIbJ]HYITEJI,g .

3 .2 . 3an.nauaHeto Ha. croKr4,re ro .qorroBopa Moxe lla ce lzgB.bprxBa orroxeHo /60 (u:ecraeceu) KaJreH.rlapHrA I\HIAt cJre,E r4gBbprxBaHe r{a .uocraBtKara.
3 ' 3 ' .[oclaeHara Sarcrypa, cbcraBeHa c'brulacHo ]rr3ncKBaH vril|,.a Ha 3cu, 3I,UCn[3lilc, cb.qbpxa ]4 peKBvr3t|llv orHocHo rr,aprr4.qeH HOMep Ha Me.qr4KaMeHTa/ cpoKro.4Hocr r4 HoMep Ha pa3perrreHr4ero sa npo.qax6a.
3 ,4. [ocraexara ce currra 3a r43Bbpu:eHa cre.q floEn%cBaHe Ha eaxrypat,anpr4eMareJrnwE. Onvc or ynpaerre.rrx Ha 60rHz.rHara a;1reKa, c Koeroy.qocDoBep'IBa [pI4eMaHero FIa JIeKapcrBeHIA.E npol]/KT' e 6oruz.JFra[,a arlTeKaBsgroxnrer,q,
3 . 5 , Bc.sKa .uocraBr(a Ha HoBa rraprr4.Ea or Ia,4eH JreKapcrBeH npo.uyKT I3a'qbJTXI4TeJIHo ce npl4llpyxaBa c .qoKyMeHll (cepuQmnau,), c.b.Ebpxau1 rHeopuaqr1fl. 3a.4arara Ha npor43BOECr.rBO 14 C:pOK Ha rro.4HOCT Ha reKapcrBeH]4.q npo.qyKT.
3 ' 6 ' 3aEu:xesl4ero FIa Bse,noNlzren,q 3a Ba[JIarqaHe Ha Bc,sKa .qocraBKa B.b3H]4KBacJre.q r4gBbpuBaHe Ha rrocoqeH.I4,re e r.3.4,, Eefi.cnevtn.

rv.cPoK 71 M.flCltO HA IOCTAB.flHE
4 . r , Bcgna or.EeJrHa .qocraBKa / npe.qMer Ha Hacro.sulr4.s .uo'oBop, cJre,uBa Aa or,qeIocraBeHa B cpoK no 10(,qecel) pa6ornn EHu cJreJr rroJryqa*aHe Ha sa.qBKara HaBb3Jloxmr4Jrfl' u Ba Ko,rrr4qecrBara/ ToqHo onpe.qeJreHr4 B Hes.
4 '2 ' 3a KOJIIlqecrBa' .qocraBeHw rrzBtl 3a.cBKara no r,4,r.',, Bb3noxl4TEr,sr HsMa3a.q5JIXeHr4e 3a |IJlar]IaLre.
4'3' npil Bb3HI4KHaJla Heo6xo4zMocrf I vIzB'bH cpoKoBere Ha ,,]epr4o.qr4qHa .qocraBKa/tr{snrnHrreJt.qt e .uJrbxeH .ua ocbulecrBlz r(
or [o.qaBaHero ]2.

- i 
"''- 

-



4 .4. Clorrte ce gocraB.sr e 6orFrr4rrHara arrreKa Ha
a,!peC : Ip . Bypr,ac r VJr. "IOr_l . I-p KOHCTalrrr4H KBHqeBr' .

$KOII-Eyplac//EOO.Ur 
Hd

4 ' 5 ' Pzct<tr or cryr{a'zHoro rorrl4BaHe rAnn noBpex.EaHe Ha cToKur re npeMZHaBaBbpxy Fb3JIoxI4TEJLa or MoMeHTa Ha fipldeMaHero ]rM Fra M.scroro Ha.qocraB.sHe/ crf3.4aBaHe Ha npr4eMaTerleH onwc.

v. 3AIbnxEHI[A HA I43[bIHI4TELS
5. I43|IbJIHTITEJLflT ce sa.ubrrxaBa:
5.1. B cpox 4o 1pa6oreH.qeH, .ua rorBbp.qr4 noryr{aBaHero Ha nr4cMeHara ga.rrBKa
ua Br:4oxr4Terr.s Ha @arc 056/8j6656.
5 '2 ' Trpw HeBb3Moxl{ocr .qa u3n'bJrHvr 3a.sBKa Ha Bbsroxrzrer.s, B cpoKoBere
.qorroBopeHll e r.4.1. tA 'r.4.3., .ua lA3nparra nr4cMeH orKa3 aafi-xncao ErrrocJre4Hua pa6onea 4en, e xolZro IA3Tu\4a cborBerHrz.s cpoK ga .uocraBKa.
5. 3. .4a .qocraBr4 3a.EBeHr{['e croK]4 B .uoroBopeHlzs cpoK rA B ga.sBeHara
JIeKapcrBeHa Qoptr'ta(r'pauax, pa:@acoBKa/ orraKoBKa) u la rr4 npe.Eare Ha Kpavr1vrfl.
NOJIVI{ATCTi.
5.4. .!a npera.qe croKrfre, rraKerupaHr4 vr MapKr,rpaHyl B CbOTBCTHVIfr BWT,,
KOJ]UIIICCTBO I4 KAI{CCTBO/ HA M.qCTOTO HA IIOCTAB,,IHC.
5.5. 3a r4grr.bJrHeHr4e rr3vrcKBaHwxra ro r.2.4.
Tlsnrn'rle.n.qr qe 6r.qe .qJrbxeH .ua rAzr\aBa Heo6xonrzrrarz.q
3a KopeKrJufl Ha ueHara B cpoK Io 5(ner) pa6olHw Erfrl
Ha lzcKaHero 3a ToBa or Brsroxrz ter.s,

no-KpaTbK OT
r43pa3.sBarla ce

u'_L' tTdc'r'Q}tuyL.E IorroBop,
.qoKyMeHT no 3C.r w 3LIC
oT .qaraTa Ha noJjyqaBaHe

5 . 6 . .4e npe.ucraBr4 rrapaHqr4.rr 3a go6po r43n.bJrHeHile, B pagMep Ha 22 (aea
npoueHTa) or nporrHo3Hara crorZHocr Ha Hac[,o.srlr4.q lorroBop Oe: ,[.!C, e e.UHa or
Qoprrrzre, npe.uBr4ryeHvr e ul .111, an.5 or 3OlI .

vr. 3AIbnxEHUfl. rr, IPABA HA Bb3JlOX<r,4TEJrfl
6. Bb3npXI4TELqT ce BarrBJrxaBa:
6 'r ' Ia no.EaBa nl4cMeHara 3a.sBKa Ba .qocraBKa KbM llgnrnrilzlen.e no HaurAHalolpereJreH B T.1.3. or Hacroflitlvrfl EoroBOp.
6'2'.4a np%eMe.EocraBeH%Te B cpoK Ir Ha M.rrcro croKvrt cborBercrBarllrz rro BVrr,r
KOJII4qCCIBO IA KAIJCCTBO HA ONI4CAHOTO B HACTO.STII4.S IOIOBOP.
6 ' 3. .[a :an'riar]4 ,troctraBeHlzre croKr4 rro pe.qa Ha r.3 or sac rolrJJwfl. .qoroBop.6'4' ra B.b3craHoBlz Ha vlznl-nu'z,tenn rrapaHur4.ara :3a 4o6po lzsl,bJlHeHr4e/ B cpoKor 60 r.Hu cJle.q .Eatara Ha I43nbJIHeHr4e Ha Hacro.gruzr.s .EorroBop / B cJryrnair qe
c'burAg'T e I43nbJIHeH 6eg .4a ca HacvbrrrtmA o6cro,qreJJcrBara I BIA3upaHIA B pag.uer
VIfIzPa:.uenIX.
6 ' 5 B oJryrJa]4Te Ha orKa3 Ha wznrnum|Iens. ro t .5 .2 . , Bbsroxllrersr IIIE 71MAIIPABO .tra 3aKynw orKagaHrrre JreKapctBeHrz npo.uyKTr4 or ,rpyr IocraBr{r4K.Pe anrzr: ma p rTarLqJ'Jr'fr\q+q o rlvrIdTd lla rIeKapcTBeH [po,4yKT rIO HacTo.srII4.S.EOrrOBOp ]4 Ha hpyl:tAfl
.uocraBql4x (xo]]alo e orpvlllareJlHa BeJrr4r{rrHa) rue ce EbJrn<v or llgntrnrzrer.q KaroHeycrofiKa.

vII. KAI{ECTBO, fApAHIlrAfl VI CpOK HA fOIHOCT
1 'r ' KgM rarara Ha .EocraBKara, ocrarbrJHr4.s cpoK Ha ro.qHocr Ha croKr4Te,
|rpe.UMer Ha Hacrofr.E\r4tr EoroBop, cJre.qBa,qa 6t.qe He ].ro_MaJrbK or 30? (lpra.qecer
[poUeHT4) or o6xeeHz..rr or rrpo]43BollyrreJrs..
1 .2. B cnyuaft Ha .qocraBKa Ha JreKapcrBeHr4 npo.qyKTr4 c
.qoroBopeHr4.rr cpoK Ha ro.4HoCTf I|enioJTuvrrer.sr SanJTarrla ueycrorZra,
B NPOUEHT BbPXY CTOIHOCNTA HA .qOCTABKAT , KAKITIO CJICIBA:ot 29,992 to 20%

or 79,99% to 10?;
no.u 10?

- 10% Bbpxy crolZnocrra Ha .EocraBKara,.
- 20% Bbpxy crorZnocrra Ha .qocTaBKara;
- 30% Bbpxy crorZsocrra Ha .uocraBKara.

VT T ] . OT]]OBOPHOCT 3A HETOI]HO ff3NbJ]HEHI4E . PEKJ]A}{AI]MI4
8.1. Bb3JIoxI4TEJLflT uoxe .qa r-rpel.flByr peKJraMauwrl npel r,l3nbJIHmrEJLf sa:
A ) KOJII,IqECTBO IA HCI{OMIIJICKTHOCT HA CTOKI4TC WJIVj. TCXH]4I{CC KATA,A |a|] AI{Z.A(xzuu He.Eocrarybrlrl) ; ./'arru+'! L

:r{)
3



6) KaqecrBo (cxpurw
- npil .qocTaB.qHe Ha
4oroBop;

8 .4. Bb3JIOXI4TEJLflT e .qrrbxeg .qa
,qeQercrr u;. cBor re r4!|r4cKBaHv.tfl. B
Ha He.qocTaTBq%Te.

lre.4oclaTrtryt) :

oroK]4 FIe or .uorroBopeHufl. Bvr)J, nocoqeH :a r.1 oT Hacro.qu]IA.q

^ !p^ KoHcrar%paHe ua ,4eQerrm npv ynorpe6a sa croKl4re. l

8 '2 ' Pen'navraqrz 3€r HBHrA r.re.uocrarbqr,r Ha croKr,Te ce npaB.sr B MoMeHTa Hanpe'qaBaHeTo rAM ou Tl3lIbJIHlITEJLq Ha Bb3JloXrTEJl.g, 3a r(oero ce c%craB,sNPOTOKOJII IIO.EIII4CAH IA Or .E,BCrE CTPAHI4 
"

B ' 3 ' PeKtIaMaIluu Ba cKpwru He.qocrarb'ro, ce npaBrIT rpe3 L\enufr. cpoK Ha ro.qHocrHa 'EocraBeHI4Te cro K,{r KatI'o peKJIaMauuEra ce npl4.qByxaBa 3a,qbJIXr4TeJIHo o:fKor'rcTaTr4BeH npoToKOJr .

8 ' 5 ' B peKJIaMaIlr''-re ce noco.,Ba roqHOTo Korlzr{€)crBo Ha noJlyr{eHr4'e croKr4, c
::::1:-,:3!lra"r HoMep, ocHoBaHr4ero 3a peKraMarlz,s u KoHKperHoro r4cKaHe HaRT-Q IINTCT/TE'TTO

B . 6. IIpr pexnaMarlrr.s sa .rrBHrr He.Eocrarr,r_ryrl ,{3rIbJIFIyrrEJLf r ecpoK O[1 noJlyqaBaHe Ha peKJIaMaUVlfl.ra 3a cBO.S CMeTKaorrloBap.srlla Ha ]/t3ucK$aHvIHT a.

yBe.qoMr4 nr4cMeHo il3|IbIHI4TELS 3a ycraHoBeHr4re
15 (nelua4ecel) Ar-reBeH cpoK or KoHcrarr4paHero

TTn(Yau D 1/! r= rLl,EEDCn
rTF n^-m:Drt4vvtsDv! uf Vn4l

Q ? rTn,.o . t . llpyr peKJraMarlv rr ga cKpt4lr He.qo(lrarEufi/ I43nbJIHI{TEJI.ST e ,UJr.bxeH e 14.qHeBeH cpoK or rroJryriaBaHero Ha nporoKoJra no T. g . 3 . ,qa .qocraBr4 3a cBo.qcMerKa croKa I orrro.Bapsrqa Ha vr5'rACKBaHvrAra, vrJrrL n<) npeUe,HKa Ha Bb3IOXmTELS,I43JIor(eHa B yBe.4oNlrleHtzero rto 't.B.4., .qa BEpHe cborBerHara qacr or3anJlareHara ueHa(aa zsga4e Kpe.qr4rHo t4gBecrve) 
i

8 ' 8 ' 'f36opbr 
Ha 

''ocoqeH]4Te no-r1ope B'bgMoxHocr,r - .qa c.e BbpHe c,borBerHaTaqacr olr flJlareHoro / vIJru .ua ce .qocraB.cr H.BTI cr'oKr4 - rrpi4Ha.qJlexu HaBb3JIoxI4TEn'g w ce yrpaxH.cBa or Herro ro.E soprvrara Ha nr4cMeHo yBe.EoMrreHr4e AoI43nbIHilTEJl'S' Karo pzl3xo.q71're u pIi,cKoBere no Bpbtqaltero Iz lHoBoro AocraB.sHe ca3a cMerga ua I43|IbJIHITEJLE.
8 ' 9 ' PexnavzpaHltre croKI4 ce cbxpaH.sBarr oI cbo'rBerHr4.s KpaeH noJryqareJr/ roypexEaHe Ha peKJraMatu4r4Te.
B ' 10 ' llpl4 ilSTerrJLsHe or rbprroBcKara \4)exa Ha olpeJreJreHa napTr.qa JreKapcrBeHr4CPC.4CTBA, KOJI]4'CCTBOTO W BVIEA HA CBNII,TE CC B'SCT'IHOB.'IBAT OT JZI3N'.IHZTCNR, Be.qr{oMeceqeH CpoK vr 3a Her1oBa cMeTKa.
8.11. llpr4 Her43rrbJrHelrr4e Ha ga.qbJlxeHr{ero ga.qocriaBKa B or{pe.qeJreHr4te cpoKoBefIzlentnHzneJlsr .EbrIXr'I I{a Btg,noNzleJr.s HeycrolZxa B pagMep Ha O.j% Ha EeH B,LpxycrolZuocrril Ha HeI45|n'bJIHeHoror Ho He noBerJe or 10% (4ecer npoqenra) orcrorZuocura Ha Heil3nbJlHeHr4ero / KaKTo u o6esflIereHze 3a nperbpleHr4re
Aeil.cnzvtleJTHu Bpe.u',tf B cJIyrJaI4Te / Koraro Te Ha.qxBbpJlar .EoFoBopeHaragorlnmnrTrr
q i , rr^,-a ' rz ' ILPvr llei43rbrHeHlzero lIa 3a.qbJIXeHI4ero 3a .qocraBKa B 3a.sBeHara KOHKperHaIoroBa Aosl4paHa JIoKapcrrleHa Qoprvra (rpaen npogyxr) , llgnrnHzren.sr .qbJrxr4Heyctolzt<a Ha B'reroxuITefi's/ B pa3Mep Ha 30% (rpzlecer nporJ,eHra) or croftHocrraHa HeIlSnbJlHeHI4eT'O .

8 ' 13 ' B."3rox'Ter'qr mMa npaBo .Ea ,3B'p'w ,,o cBorr npelleHKa npr{xBarrlaHe HaHeycnofumn'e no l. 6i . 5. , t:.J .2, T .8. 11. I T .B ,IZ . vtrru Ha 3aBr4rrreHr4e{r,o ro
't '2 ' 4 ' or Hacro.{lul4rl .qoFot3op or .qEJTx:rMJ4re KbM Tlsnrnu4renx cy\atA rro ro1u!oroBop I vrtr7r/7 0T laparHLJVrATa Sa go6po r43n.bJrHeHr4e.

]X. OTIOBOPHOCT IIP'{ HEI43I]bJIHEHME
9' 1' llpvt ueu=nBJIHeHI4e Ha .qorloBopeHr4Te Ba.qbJrxeHrrl or crpaHa aa I4glr.rH;41e1rrrlBrsroxtlleil'sr vrMa flpaBo Ea pa3BaJr% .qoroBopa, c nrcMgHo yBe.qoMJreHl4e .Eoyl=ntruzreJlx, 6es .Ea My .qaBa ronbJIHI4T'eJIeH cpoK 3a rr3nbJrjuenme, Karo 3a.qbpxr4BHeceHara lapaHrlrAn ga go6po r4srrbJIHeHlre.

x. IPytm ycJIoBt{.8
10.1. 3a Heype.Eeg%ue B%npocrz B HacroF.ulux. .qoroBop ce6r,nlapcxo gaKoHoAareJIcrBo 

.



L0 .2. Bs3noxlzten.ql Moxe ra rpeKparr4
Henpe.uEI4IeHz o6crosreJTcrBa, B,b3HrrKHaJII4
cbcTo.qHI4e .4a rI3n,bJIHrA CBOItTe 3a.qbJlxeHI4.S.
10 . 3 . Hacro.quzsr .roroBop ce npeKpar.sBa :

10.3.1. c vraTurtaHe Ha cpoKa , za rcoitro e cKJIroqeH;
r0.3.2. rto B3ar4MHo cbrrJracrte Ha crpaH]4Te, rz3pageHo nr4cMeHo;
10.3.3. or Brsnoxz['eJrs - ilprA ycJroBws.Ta Ha rur.i-18 or 3oll;
l-0.3.4. ilpe.qcpor{Ho/ B cnyuafi. qe npv npoBe.qeHa npouelypa or IleurpanHza
oplaH 3a |Iopbr{Kr4 e cQepara Ha 3.4paBeona3BaHero np7l M3 ca .qoroBopeHyr rreHu
Ha JIII , Kor4to ca no-HzcKrz or rjeHzre rro ro3r4 .EorroBop.
l0.4. llpoueuyt B Hacro.qrll4.s .qorroBop ce .qolycKat ro l4sKrlorreHlze, Kofraro e
r4gfrbJlHeHo ycJroBr4ero no ut.1l6, ar.1_, t.I u r.7 or 3Oll .
10.5. BlsHzxltaJlllre Mex.uy crpaHzTe cnopoBe no ro3r4 .qoroBop ce pe11iaBar npe4
KoMilereHTHl;tfl. c,b1 B rp. Eyplac.
1-0 . 6 . f,4pecrre 3a KopecrloH !,eHrfwfl. Mex.qy crpaHyrre no Hacro.sur{.q .uoloBop ca
KAKTO CJICIBA:

- 3a I[3nrnuutens. : rrpa.q CoQvtn, yJr. ,,Oro.noep.bcTeH rbT.' Ns199A, TeJr 02 9658 t45,
- ga Brg"[oNr,tren.s : rrpa.q Eyplac , 6ytL.'.cleeaH cral,l6o.noe., Ns J3, XrpyplmueH
Kopnyc Ha tv.lblUl-Eypr.ac A.{, erax 7, ren. /Oarc 056 976 656 - BorHr4r{Ha arrTeKa.
Lo.7 - Ec.qra or crpaHTITe [o Hacro.qrlr4.s .EoloBop e .qJ]bxna Hesa6aBHo Ea yBe.uoMr4
,4pyrrara npw npoM.slla Ha a.qpeca cv. B flporr4BeH cnyuaft, Bc.rrKo ]43npareHo
cro6qerize ce cM.sra 3a [oJlyr4eHo, aKo e r43npareHo Ha flocJle.uHm.s flocoqeH a,Epec
3a KOpeCI]OH.EeHU7I.q.
l-0. 8. Bc.qKa or crpaHrre no Hacro.qqr{.s .qorroBop ce 3a.qbJrxaBa Ia He
pa3npocrpaH.sBa muQopvraqlAs. 3a ,Epyrara crpaHa, craHaJra il. u=zecrHa npr4 urjrA lo
noBo.q I43nbJIHeHI4ero Ha .UoroBopa. TlnQopvrar\rAfr.Ta no npe.qxo.UHoro r43perJeHZre
BKrIor{Ba 14 oocro.qreJlcTBa , cBtp3aHrA c rbprloBcKara .qerZHocr I Tex51rAqecKJATe
trpoqecr'I , npoeKTI4 .tAJrrA Quaaucu Ha crpaHr4r'e rtJrra BbB Bp'b3Ka c Hoy-xay,
u3oopereHu+, noJIe3FIvI Mo.EeJIr4 I Jrrr Epyrr4 npaBa or nogo6eH xapaKTep, cBbpsaHrz
c I43lIibtrIHeHI4ero Ha o6ulecteeuara nopbrrKa. Toe;r npaBr4JTo He ce flpuJ]ara no
orHolxeHI4e Ha Sa.qbJIXrA T€JIHara ttuQopttagvta, KoJTTo Btsroxlz rer.sr cJIe.qBa .qa
nh^ 

-^m 
i Fri nrrpeAC'r'dBI4 Ha A|eHqr4.gTa ro o6UecreeHu nopbrlKl4 cro6pasno pe.Ua/ ;1pegB]4.qeH B

30I].
10.9.3a BaJruEHIr 6auroel4 cMerKIr, 3a rJTarraHr4.rr cBbpgaHl4 c Hacro.silll1.s .Eo1oBop
aa -trrqmam'

3a TlgnrrHlzTer.s: Eanra yHrKpegzr Ey.n6aHK A,n
rBAN BGo 9UNCR96 6 0l_03 0 8 99543
BIC UN'CRBGSF

XI . 3AKJ]IOq',iTEJIHI4 PA3IIOPENETI
11 . 1 . ,{oloeoprr BJrvr3a B cvrJra or .uarara Ha cKlrroqBaHero MYvre c cpoK Ha
r43frbJrHeHrze - ao 31 " 10 . 202e r'otwua .

II .2. Hacto.quzsr .uoloBop ce cbcraBr4 B .qBa elHoo6pa3Hr4 eKgeMnr.rr

":'!'f,,

7l=nr,nsu ren:
Kpacrvlzp Hzxonaee-nrn

.4OrlOBOpa, aKo B pe3yJITaT Ha
CJIC]] CKJIIOIIBAHCTO MY, HE C B

?F Ra-qT{a arm arr,vrF

JUE
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EOTOBOP

[Hec ' 2o7g T. t B rp.Eyplac, H;r ocHoBaH]4e qJr .Lr2t ar.1 0T3ofi, BbB Bpb3Ka c npoBe.tr,eHa [poqe.uypa |Io pe4a .rn.1g, alr.J-, r.1 or 3olr vrPeuenrze Ne 21- or 24 -o'7 .201'9 rr. Ha Ynpaen rena Ha ,,KoMrreKCeH oHKororrl4r{eH
rleHTbp - Eyplac" EOO.U, Mex.qy:

1' "KOMUIEKCEH OHKOJIOII4qEH rlEHTbP-EyP-fAC" EOO!, c a.upec Ha ynpaBrreHr4e r1p.Byplac, 6yn. ",{errnorcpatlua" Nc 86, EllK 000053191 . n1)en.-rF^F,Trl
vnrr^mn ^-^-"^-*=::j:f:t^?!HyIUlu uluxHUB EO:}OB - Vnpaerzren, or e.uHa crpaHa/ Hapr4rlaH ro-.uoJly 3aKparKocr "Bb3JIOXI4TEJI"

u

2. ,,POll EbI|API4.S" EIOOL EIA]K 131,21 9gS1_, cbc ceJlaJrrzqe % alpec Ha ynpaBJreHr4e
rrp. CoQzx, 1618, palZoH Brztoua/ x.x.Masacrr4pcKw Jrr4BaEw- 3anar, Vff.,,EAnonore" Ne 16, lpercraBr.aBaHo BaeEHo or EeleHuit H:r-rconoB u AHroHzo [e Coyca leBacrcoHcenoc - ynpaBl4Telrrr, or rpyla crpaHa/ Hilp%qaH no-roJry 3a KparKocr
"tr43IIbJIHI4TEII" ,

ce cKJIIoqI4 Hacro.qrll4.sT IorloBop, c npe.4Mer: ,r.[oclalexa Ha JIeKapcrBeH]4 [poEyKT]4
3d JteL{eHme Ha oHKoJTorrIlr{HI4 Ba6or.qBaHI4.q.' .

I . IPEIMET HA .UOIOBOPA

1.1. Bb3JIOXI4TELST B.b3Jtarla/ a
JIeKapcTBeHI4 npo.4yKT'I4 3a JIer{eHI4e
fr^ntz \rcmnvu// 

^n -n-Avr!J u r vnyr / U'bt'J jd (jHO yCJIOBfi.CTa

I,I3IIbJIHI{TELST ce sa.EbJlxaBa .ua .uocraBr4
Ha oHKororlr4qHff 3a6orrBilan+, HapulraHvr no

Ha HacTofluI A EOfiOBOp/ KaKTO CIellBa:

on
N9

AHaroMo-
TepaneBTl/l

qeH KoA

(Arc)

Me)|{AyHapoAHo
HENATEHTHO

HAIMEHOBAHhE

/INN/

Jlerapcreera
QopMa

Mn
pKa

flporHo3Ho
Kon-Bo (B

nocoqeHaT
a MrpKa)

I rpfoBcKo HahMeHoBaHle
llpurexaren ra

pa3peuJeHneTo 3a
ynorpe6a

Maxcunr
aneH

cpoK Ha
roAHocT

rorlt4 H l,

l-leHa c AAC

nocoqeFtaTa
MFpKa-B

Kon.5
1 2 3 4 o 7 8 o 10

1 LO1XE36 Alectinib nepopanHa
QopMa

mg 537 600
Alecensa
hard Caosules

RocheRegistration
GmbH l-eprvraxrr

3
roAIH14 0.305305

z L01XC32 Atezolizumab napeHrepanHa

QopMa
mg 240 000

Tecentriq
Concentrate for
solution for infusion

RocheFlegistration
GmbH, l-epuaxur

3
roAuH14 7.39s54

1 a n^,-r ' z ' tLpw I43rIbJJHeHJ4e Ha cKJIIorleHZ.g IoIoBop, Bb3roxI4TeJI.gr rIIe r43rlorB.g cBor4Te
qA 

'IRT<T/ 
qE TTOK N'MPAIJI'M6 Nf\ N\JJq^Dr\vr rq Jrs^qyurDsrav|r's rryu,4/KTyl , fIO KoHKpeTHII rroTOBI4 .4o3I4paHI4 JIeKapcTBeHl4

QopMZ(KpaeH npo4yrr), KorlTo, KbM .qaTaTa Ha no.4aBaHe Ha 3a.sBKaTa, QmlyplapauB no3vrrvrBlF'wF' JIeKapcrBeH cnl/rc'bK - lipuloNertiae 2, or c,:,;ll.z.s. npr4TexareJl Ha
pa3pelreHr4ero sa ynorpeOa.
1- 3 . Tlsloreenrre or Brgnoxzter.q nvICMeHr4 3arrBKr4 3a .qocraBKa rqe 654at
I43npailIaHI4 Ha 7l=ntnnrzren.q Ha Qarcc Ns 02 / 859L'.L99 , c Koero ce rapaHT7pa
noryr{aBaHero I4M Ha ,4arara Ha r3[panlaHero r4 u3nb[rHeH]4ero I4M B .qorroBopeHr4[,e
cpoKoBe no r.4.1. u r.4.3.
L-4. KorzrlecrBara 3if.sBeHI4 JIeKapcrBa rre ca B c.borlrBercrrBl4e c peaJTHr{Te g1y)r<ru
na BrsnoxyrTer.s _

1.5. B cnyuafi', ve no BpeMe Ha I43r'bJrHeH%e Ha .qoloBopa H.sKor4 JreKapcrBeHr4
npo.qyKTl4 npecraHar Ea ce npol4SBexp,ax vt/vtnra vrzJrl3ar or ynorpe6a ufvrnvt 6rEar
SaJrwr4eHw e IIJIC-lIpvIJloxeHile Ne 2, Br3noxrreJrnt rue uy.a npaBo, 1o cuJrara Ha
HaCTo'qUmFI .UorroBop' IIa 3a.qB.cBa .qoCTaBKa OT CbIIIeClTByBaxJvI wJTvI HoBo BKJIIOqeHT4 B|IJIC-flprloxeHi4e Ne 2 lerapcrBeHlz npo.EyKTr4 , Kovrao rvr 3aMeH.Err, rro ueHr4,
o|rpe.qeJ]e}{u 3a 3aMecTBaHI4.FI reKapCTBeH npo.4yKT nO peEa Ha To3rl .qorroBop.



II, TIEHTI 14 OBTIIA CTOIZH.OCT HA IOCTABKI4IE NO .qOI,OBOPA2 ' I ' IleHrne Ha JIeKapcrBeHI4Te nr)o,uyr(Tr4 BKrror{Bar crofiHocrra Ha croKara,onaKoBKa/ 3acrpaxoBKa 
'r rpaHcnopr' , TaKcr4 t \,jr.ra n Epyru pa3xo.qil, go rparZHtrslofiyrrarer - 60rtH?t.{Hara an'reKa Ha neqe6HOro 3aBe,EeFrr4e, c ,4,4c.2.2 ' Ilenata Ha JleKapcrBeHhre npo.E,yK'r4 no AoloBopil e Qzxcnpaua 14 He noBJrex'AHa npoM'cHa 3a cpoKa ua 4etzcreze lla ,qorroBopa, ()cEleH B cJryqal4Te, npe.qBr4.qeHr4B !Ierro .

2 .3 . flpr r{aMar.cBaHe Ha LleHara no qr.55 or llapeg6ara sa .ycJroBr;fl.Ta 
InpaBrJlara tI peEa 3'I perlyJl]4paHe u perr4crpt4paHe Ha r-\eHr4Te Ha JIeKapcrBeHr4Tenpo.uyKrrz - peQepeHTHara ueHa t vtilvr npoM.qHa Ha .qoroBopl4paHara TaKaBa o,rH3OK' HacrybnI4rlQ or .4eHt{ Ha orBaprTHe Ha o@eprara Ha i43iiTrJTHTlrEJLg ao rpafiuuncpoK 3a l4:3riBrHeHI4e Ha .qorroBopa, Br3roxl4Te.rr.{T 6eeycnoeHo qe 3anrauaJIeKapcTBeHr4,Ie npo.qyKTt4 Ha Ta3t4 rIC)_Hr4C:Ka r_leHa/ oT ,qaTaTa Ha BJII43<lHe B CUJraHa KOHKpeTHOTO pellle]:tile.

2'4' llpr lr=elpneHa 14 npuera .qocraBKa Ha JreKapcrBeHr4 cpe.qcrBa cba 3aBr4rleHe4eHa ' He3aBl4cI4Mo or MoMeHTa Ha KoHcrarzpaHe Ha ToBa o6cto.qreJrcrBo,TlsntnH,trer'qr I.brxlz Ha B'r=.toxl,tre.[.c crorzHocrra Ha 
=]aBr4ureHr4ero.2 .5 . llpolHosnara o6Ua crorZnocr H:a .qof oBopa ce onpe.qer.c Ha I 675 gg4, 64-T'IFRA 6OA TTTI', vvr l+/_+v.

HArlI4H HA I]JIA]IIAHE
ce ocrrl]lecTBrrBa r{pe3 6aHrcOe npeBo.q o!lB Hacro.qxlm.q .Eolonop 6anxoBa cMerKa Ha

3'2' 3an'naqasero Ha croKI4Te ,,o ,EoroBopa Moxe Aa ce r4SB.bprxBa orJloxeHo, /]o60 (uecrgecer) rtareHIIapHvr E:,Hn, cre,q lz3BBpixBaHe Fta .qocraBKara.3 ' 3 ' '[oclaenara Qarclypa, c'bcraBeHa c'brrJracHo tr3]4cKBaH rnE:,Ta Ha 3c,f , 3,UAC vrfill3IIC, ct.qbpxa 14 peKBmzurrl orHocHo napu4reH HoMep Ha Me.qurKaMeH1cr, cpoK HaTToIHOCT 14 HOMep Ha pa3peuleHrreTo 
=a npo4aN6a.

3 .4 . .[ocraexar6 ce c:q.rara 3a r43BbpmeHa cJle.q no.qr]4cBaHe Ha earcrypara z:npileMareJr}lwfl QnI4c or vnpaarte.rte Ha 6onnm.agara anreKa / c Koero cey'qocroBep'sBa npI4eMaHero Ha reKatr)crBeHJ4.q npoEyKT e 6o.[Hr.rHara anreKa HaBs:noNmren.q.
3 ' 5 ' Bc'qra '[ocraBKa Ha HOBa napr]4.qa or .qa,qeH JreKapcrBeH npo.qyKT,3a.qtJrxr4TerHo ce npr4.qpyxaBa c .qoKyMeHT (ceptzezxar) , cb.qr'pxaItl zneopnaqrufl. za.qATATA HA NPOil3BO.qCTBO ]4 CPOK HA FO,qHOCT HA JIEKAPCTIBEHUIfi NPOTYKT.3 . 6. 3a,trsnxent4qro Ha Btg,rtoNtaren.q 3a 3anJrarlaHe Ha. Bc.cKa AocraBKa B%3H]4KBacJre.q r43B.bpuBaHe Ha nocoqeHr4Te e r. 3 .4 . 4erZcretas.

rv.cPoK r4 M.qcTo HA IOCTAB.SHFI4 '7. Bc.qrca or.EeJTHa tocraBKa, npeAMer Ha Hacro.sulr4rr .Eor10Bop, cJre.qB,L qa 6.are'uocraBeHa B cpoK 'qo 10(.uecen) par5otnz EHrr cJre.q [oJryqaBaHe Ha 3a.sBKara HaBb3JIOXTITEIIA u ga KoJtr4qecrBara, ToqHo onpe.EereHr4 B He.q.4 '2 ' 3a KoJII4qecrBa, .qocraBeHr4 vrzE\,LH 3a.sBKara no r,4.r, , Bb3JIoxI4TEJl.qT H.cMa3a.qbJlxeHr4e 3a IJIarlaHe.

III.YCNOBIAfl YI
3 . 1-. llnauaHero no Hacro.qrlr4.q .qoroBopcrpaHa Ha Bib3JIOXI4TEJLS, ro rocor{eHara
m3IbnHI4TEn.q 

"

4 .3 . llpz BbBHr4r(HaJra neo6xo4rzMocr /IAznl.,nuuteng.n e TAJIExteH .qa oc.rtrlecrnrz
or nogaBauero rZ.

?r3B1)H CpoKoBeTe Ha nepr4o.EilrtHa ,qocTaBKa,
.qocraBKa B cpot( .qo 5 (ner) pa6olHr,r EHm

4 ' 4 ' ctoxzre oe EOCTaB'IT e 6onHm.{Hara anreKa Ha ..Ko[-Eyplac,,EOO!, 
Hdarpec: rp. Eyplac , Vil."Iorl . JI-p KoH.:TaHTI4H KBHqeB,, .4 ' 5 ' Prcxrn orl cnyuafiuolo noru4BaHe uJrr. noBpex.qaHe Ha croKn re rpeMr,HaBaB'bpxy Bb3roxmrEn'q or MoMeHTa Ha tlplneMaHero ilM Ha M.scroro Ha.qocraB.qHe/ cl43.EaBaHe Ha nprleMaTe.neH Onr,{c.



v. 3AIbJIXEHIAfl, HA Z3nbIHilTEJl.S
5 . I43IIbJIHI4TEJLflT ce 3arrbrrxaBa:
5.1. B cpox.uo l pa6oteH EeH/ .Ea fiorBbp.qrz noJryrraBaHero Ha ryrcMeHara 3a.sBKana Br:noxilrerr.s Ha Qaxc 056/976656.
5.2 - Ilput HeBB3MoxIlocr .qa vr3rvhJrHrr Sa.cBKa Hir. B.r3.[oxmrenx, B cpoKoBere
.4orroBopeHyr e 1.4.1. w ,r.4.3., .4a uSnparu nTcMeH OTKaS aart.-xo,cno E!
EocJre4Hua padonen gela, e rcolZto rn3llr\la cBorBeTHr4.s cpoK 3a EocraBKa.
5 ' 3 ' Ia .4ocraBl4 3a.qBeHI4Te croKtr B .EoroBopeHr4.s cpoK tr B 3a.ErBeHaranok:n-mEAU. a^Dlaa(r'pavaN, pasQacoera, onaKoBKa) u na rI4 npe.Ea.Ee Ha xpafuuvtar!v1]gY/v}

noJryqaTeJI .

5 .4 . .4a npela.Ee croKrlre, naKerr4paHr4 rr. MapKr4,OaHrz B CbOTB CTHWE. BTAT,Korr4qecTBo t4 Kar{ecTBo, Ha M.qcToTO Ha .4OCTaB.qHe.
5.5. 3a r43rbJrHeHyre r43r4cKBaHuETa no r.2.4 -
713n'rrnzren.sr 

''Ie 6r.qe .qJrbxeH .qa r4SEaBa Heo6xoazMz.q
3a KopeKrJus- Ha qeHara B cpoK .tro 5(ner) pa6onnw EHu
Ha l4cKaHero 3a roBa or BtgnoNzren.q.
5 . 6 . ,4a npe.ucraBr,r rapaHrrr4.s 3a go6po r43n.bJrHeHr4e, B pagMep Ha 2z (,Eea
rTn-ttoum: ,) nm nDoFHo3HaTa crolZnocr Ha Hacro.qtrrT,4c. rT.)FnR.)n 6a.rrrJv+errre/ rryvr.nu5nar'd u,-r'ur4HoC,r,Ha HaCTo.ql_-- __:.[.[C, e e.4Ha oT
@opvzre, npe.4Bur.qeur4 B qn. _L 

j_1, dJr. 5 or 3OlI .

vL 3AIbnXEHUfl. IA tIpABA HA Bb3JIOXI4TELS
b. B'b3J1OXl4'1 EJI.BT ce sa.E.bJrxaBa:
6 ' 7 ' Ia floraBa nl4cMeHara 3a.sBKa 3a .uocraBKa KT,M li=nr;IHmre.rt.q no 5.aqvr1a tolpe.qeJreH B T.1.3. or Hacro+nlvrfl r,oroBop.
6'2. [a npmerrae .qocraBeHl4Te B cpoK u Ha MFrcro c]ToKrz/ cborBercrBar!% ro B4IJ,
KoJrr4rlecrBo vr KaqecrBo Ha onTlCaHOTO B HaCTO.Sq7I.S .EOIOBOp.
6 ? TT: ?^nntmlAq JqrrJrorIul .[oClrdBeHhTe cToK]4 nO pe.Ea Ha T"3 or uaClofluJvlfl .EoIoBop.
6 - 4 . ra Bb3craHoBTl Ha 7l3ntnHmrer.q rapaHllr4.rrra 3a go6po r43rrbJrHeHt{e / B cpoKoT 5 0 E:ts.n cJre.E IIaTaTa Ha r43rbJrHeHr4e Ha HacTorrrlr4.s .qorroBop , B CJry:q'ail qe
C'b/d4I4flT e I4SIIIJJHeH 6e= .qa Ca HaC1.,bnI4JIm o6Cro.qleJICTBaTa , BuSupaHu B paSIeI
VIII rz Pas.Uen IX.
5.5 B cJIyr{a%Te Ha orKa3 Ha TlsnrnHrzren.s no t.5.2 - , Btgloxure.lqr ulE IIMAIIPABO ra 3aKynz orKa3aFrr4Te JreKapcrBeHZr nporyKTr4 or ,!pyr JIocraBr{r4K "Pasnuxara B ueHara Ha JIeKapcrBeH [po.uyKT no Hacro.sqm.s .trorroBop r,r Ha Epyrvrrr
TTata-mtRUT/r / rnrlAvvrqu-'"". 1..vr o-ro e orpl4Ila'reJIHa BeJrvrtlu]F.a) IUe ce Jl.bJIXr4 or Itl.=nrlu:zl.eng. Karo
HeycTon Ka.

vIr. KATIECTBO, |APAHIITI.S 14 CPOK HA |OIIHOCT
7 .7 - Krv .rlarara Ha .qocraBKara , ocrarbr{Hl4.g cpoK. Ha loAHocr Ha croKI4Te ,npelMer Ha Hacro H].]Jrafl' .qoloBop / cJle.uBa Ea 6sEe He no -MaJr.bK or 3 O? (rpu gecer
nn^TTAHma I nm nF-rrrrvqsnaq7 vr vO.{BOHI4.S OT npOUI3BO.E71TeJITT.
1 '2. B cnyuait' Ha .EocraBKa Ha Jrer(apcrBeHlr rJpo.EyKTr4 c no-Kpar.bK or
roroBopeHI4.E cpoK Ha rro.4Hocr/ IA=nl.,n:r,:rrrter.cr 3an.llerrt1a HeycrorZra, r4gpa3.rrBalua ce
B IIPOqCHT BbPXY C!]O]ZHOCTTA HA .EOCTABKATA, KAKTO CTE.4BA:

Lr'-L' fidu'r'oHUll4.q .uorloBop,
fT.)T<\.71\/rCIJrF n^ Q(-u rr Qilnay! JAA!

oT IaTaTa Ha noJTyr{aBaHe

or 29,99% po 20%
or 19,99% Ao 10e

no.q 10?

- 10* RT-ttx\./ r-.notZgocnna He na)-T:Rkrm:.|r-{v9___-.*-e,

- 2.OZ RT.nx\/ r'mat7Hoc.n.na uA Tr.-\/-m^Rr: m: .
Av9r*-_.!4-s,

- 30? Bbpxy crorZHocrra Ha .uocraBKara.

VT I I . OTIOBOPHOCT 3A HETOqHO I43IIbJIHEHI4E . PEKJIAMAIITII,I
8 . 1. Bb3JIOXTITEJLflT rvroNe Ia rpe Afl.Brr peKJraMar_lvu npel 7I3IIbJIHI4TEJLE :a:
a) KoJTI4rlecrBo w HeKoMnJTeKTHocr Ha. croKr4Te wnrr TexHr4qecKara roKyMeHT arJm;-
( senw He.qocrar-buvr) ;
6) KaqecrBo (crcprlz He.qocrarb[ra) :

- npil.qocraBsHe Ha CTOKI4 He OT EOrrOBOpeHuH BI/.E, rrocoqeH e t.1 or HacrofrllJuT
,4OrOBOp;



- frp?l KoHCTarr4paHe Ha .qeoeKl]li. npn ynoTpe6a Ha cToKr4 Te.
8 '2 ' Perc'nauaumr 3a s.BHu He.qocrar*r-rr4 Ha croK'x'e ce npaB.qr B MoMeHTa Hanpe'qaBaHero ntt or 

'{3IbIHI4TELq 
Ha Bb3JIoXtlTEJLq, Ba Koero ce cBcraB.qflpoToKOJr, no.Ent4caH 14 OT .4BeTe crpaHr{.

8 ' 3 ' Pexnarrla''I4r/r 3a cKprA.u He.qocra*bqur ce npaB.sr npe3 teJrr fl cpoK Ha ro.qHocrHa 'qocraBeHI4Te croKTI / Kif ro peKJTaMaIlvIfl.ra ce npt4.qpyxaBa 3a.q.bJrxr4TeJrHo oTKOHCTaTT4BeH npoToKOJI.
8 .4 . Bb3IOXI4T'ELST e AJrbxeH .qa
4eQexrtz vr cBonae vrzlACKBaHr4H B
Ha He.4OCTaTB[n Te.
8.5. B peKJlaMarlrAvrre ce nocoqBa rorJHoro
TexHr4.q napTur Iell HoMep, ocHoBaHr4e,I'O 3a
Bb3IOX'4TEn.S.

yBe.qoMr4 nr4cMeHo I,l3ilbIHI4TELS 3a ycraHoBeHr4re
15 (nerHa.Eecer) .qneseu cpoK oT KoHcratr4paHero

KOJI7IqecTBO Ha nofiyr{eHI4Te cTOKI4, C
peKlaMa4r{,c r4 KOHKpeTHOTO r4cKaHe Ha

8 ' 6 ' llpvt perclaMau'4'q 3a .sBI{I4 He.qocrarbu%, I43nbJIHtlTEJLflT e .uJr.bxeH e 14 .qrreeeHcpoK OT floryqaBaHe Ha peKJ]aMaq.nfr.,ra 3a cBO.q clMerKa Aa .qocraBu croKeor'oBap.qqa 
'a u3ucKBaHI4fr.,-Ea vrv^q,

8.7 . ITpz peKraMauh.c 3a cKpt4rrl HeIocrdrB{%, l43IIbJIl_lI4TEJLf,T e ,EJr.bxeH n 14
'qHeBeH cpoK or rloJlyqaBaHero Ha llporoKoJra flo r. 8 . 3 . Aa .EocraBr4 sa cBo.qcMerKa croKa' orrloBaPsrla Ha vr3vrcKBaHIAATat IrJrvr no npeqeHKa Ha BbBJIOXilTEJLf,,I43JIoxeHa B ytse.qoMJleHl4ero no l: . 8 .4 . , .qa BbpHe cborBerHara qacr orp3anJrareHara ueHa (.qa trsaare KpeAr4THo r4gBecrr,re) .
8 ' 8 ' 71:6oprr Ha nocoqeHl4'e no-ro;oe B*3MoxHocrr4 - .qa ce B.bpHe c.borBerHaT.rrjacT OT IJIaTeHOTO, nJII .qa ce .qocTaB.qT HOBr4 cToKI4 _ [pr4Ha.qJTeX]4 HaBb3JIoxI4TEJTfl w ce ynpaxH.cBa or He'o nor eopuara Ha nr4cMeHo yBeAoMJreH%e AC)II3IIbJIHi4TEJLq, Karo p'r3xo.ql4Te i4 p]4cKoBere no Bp.bruaFrero rn HoBoro .qo.TaB.qHe ca3a cMerKa Ha ll3llbJIHI4TEn.g.
8 ' 9 ' Pen"naurzpaH%Te croKr, ce c%xpaH.rrBar or cBorBerHl4.q KpaeH noryr{are.n, AC)YPEX,EAHC HA PEKJIAMA4I4IITE.
8.10. llpr4 r43Ter1r.cHe or rbprroBcKara Mpexa Ha onpe.qeJreHa naprr4.qa JleKapcrBeHr.{cpe'qcrBa' KoJIlAqecrBOTo vI Bvr(a Ha cBull4're ce Brb3craHoB.qBar or m3n.lJlHt4Ter.q, BeIHOMeceqeH CpoK U 3a HeroBa cMeTKa.
8.11. TIpu neuznBJrHeHrze Ha 3a.qbJrxeHr4ero ga EocrarBKa B onpeAeJTeHl4Te cpoKoBe,Tlgn'r"nunter'cr .Ebrxl4 na Bss.noxl4TeJrr. neycrolzra e pasMep Ha o,7z Ha .qeH BbpxycrofiHOCrra Ha Her, 3n.brrHeHoro, HO He noBeqe or 1o? (.qecer npou,eura) oTcrorzHocrra Ha Her43n,LJIHe'ilero, KaKTo u o6eeqereHze 3a npe*bpfieH,Te.qelZcremreJrHl4 Epe.ql4 / B cryrlal4Te , Korlaro T(t Ha.ExB.bpil.qr .qorroBopeHaraHc\/-mnT7k.

8.72.17pn Hen3nBrrHeHr4ero Ha Ba.q%JrxeHr4ero 3a .EocraBKa B 3a.qBeHara KoHKperHarroroBa '4o3'4paHa JIeKapcrBeHa @oprraa (rcpaeH npogyrur) , zl3nrnHrren.qr .qBJIXr4HeycroZrca Ha Bd3roxz:Tefi.c, B pa3Mep Ha 3O?(rpm.qecer npot_leHTa) on crolZHocrraHa Her43nbJTHeHI4eTO.
8 ' 13 ' Bl3noxn ne"rt'qr vIMa npaBo .ua z3B*plur4 flo cBo.q: npeqeHKa nprdx'ailIaHe HaHeycro%rzre no r'5"5', n"7'2r lc.8.l-1 ./ T.8.1-2. vrJrra Ha 3aBJ4llr€)Hr4ero nox '2 ' 4 ' or Hacrofflr(I4'c ,qoFoElop or .q%Jrxr4Mr4Te KEM m=n.r.rrH%re.rr.q cy\tyr no To3r4.qoloBop , r4n r or r' apaHrJvr+Ta ea go6po r43n%JrHeHyre .

IX. OTIOBOPHOCT I]PI4 HEI43IIbJ]HEHI4E9'1" llpu uez:nbJIHeHvre Ha EoroBope.Hr4Te 3a.qbJrxeHwa. or crpaHa Ha m=nbfiHr4'er.q,Bsgroxrarer'qr u''a npaBo ra pa3BalJrr4 IIorloBopa, c nr^ cMeHo yBeroMJreHr, e .qo7l3n'lnHrtter', 6es ra My .qaBa ,Eon%JtHi4TeJreH cpoK 3a r43rr.bJrHeHr4e/ Karo 3a,qbpx,BHeceHara rlapaHrlrAfl. za ao6po t43rr.bJuleHra e.

K. IPyrr4 ycroBm.s
10 ' 1 ' 3a Heype.qeHl4'e Bbnpocl4 B lrapro.Errlr4.E Ao'oBop de npr{JraFa .qerZcreailroro6snlapcrco 3aKoFlo.uare,ncrBo .



I

I0 .2. Br:.[oNuren.qr Moxe .Ea |IpeKpaTr4
He|Ipe.qBr4.qeHIl O6CTO.sTeJICTBa, B.b3HrlKlraJIr4
cbcTo.cHr4e Ia I43n\nELyI CBOr4Te 3a.4.bJTXeHZ.S .
10.3. Haclo,qlqr4.qr .4orroBop ce npeKpar.qrla:
10 .3 . l- . c rr3l'rAr-rafle Ha cpoKa, :a xorZr. e cKJrror{eH,.
70.3'2. 

''o 
B3ar4MFro cb'J]acme Ha crpaH'rre, l43pa3eHo n,cMeHo,.

10.3.3. or Brsroxr4['eJl.q - npv ycJroBnfl.Ta Ha qr.11g ol 3orl;
10 . 3 .4 . npelcpoqHo, z cnyuaft. qe rpil npoBe.ueHa npoqelypa or lleHrparHm.q
oprraH 3a [opbt{Kr4 e c(pepa,ra Ha S,qpaBeona3BaHe1o npv M3 ca .EorroBopeH]4 ueHTHa JIll , KoI4To ca ro-HrrcKll or ueHTltfe ro ro3l4 .qorroBop.
1-0 .4 . llpoveHz B Hilcro.rrulz.q .qorroBop ce .EonycKar 11o ]43KJlIor{eH7e, Korraro e
I43rIbJIHeHo ycJloB]4ero no .rn.116, ail.r, t"r vt r.7 or 3oII .
10.5. Bs:Hzruarr4Tre Mex.uy crpaH,Te cnopoBe ro 'o:ir^ ,uo'oBop
KoMnereHTHuH c,bE B rp. Eyplac.

ce pe[aBaT npe,u

l- 0 ' 6 ' A.4pecrle 3a Kopec.toH.qeHl]z.q Me)Kry crpaHr4Te [o Hacro.qulr4.E rorroBop ca
KAKTO CJICIBA:

- =a I4znbrHr4Ter.q : rp. coevta, 1-6L9,Kn. ,,MaHac[,rpcKr4 JruBa;1u - 3a;a4.. , vJr.,,EEJro rore" Nq16, rer/Qar<c -. 02 g1g442g/02 g5g11gg, emaii:
,. 3a.qBKr4Te .qa ce ro.qaBar no Qarcc 02/9591I99;

- 3a BrsnoNzrer.q : llpa.4 Eyplac , 6Vn. "CreQan CraM6oroe,, Ne '73, Kmpyp1mveH
Kopnyc Ha MEzuI-EypIac A!, etaN 7, re"rr./Qaxc 056 l3-1 6 656 - EonnzrrHa arreKa.

10 .7. Bc.qKa or crpaHzre no Hacro.qqrl.q .qoloBop e IJrbxHa Hesa6aBHo ,Ea yBe.qoMZ
.4pyrara npll npoM.sHa Ha a.4peca cr4. B nporl4BeH ctyuail, BC.qKo r43npareHo
c'ro6uleHre ce cM.cra 3a noJlyrreHo/ aKo e l4snpareHo lla [ocre.EHr4.q locor]eH aApec3a KOpecnoH.qeHqr4s.
10 . 8 . Bc.qrca or crpaHl4Te rto Hacro.rlrur4.q .qorroBop ce 3a.q.bJTxar]a ra He
pa3npocrpaH.qBa uHQoptua4It+ 3a .4pyrara crpaHa, crauaJra il, w=zecrHa rpr4 vrrrrA no
noBo.q 143|IBJIHeHl4ero Ha .qorroBopa. tr4HQoprraarJ:'r-Ara no npe.EXo.qHoro r43peqeHur e
BKJrIoqBa u o6ctogreJrcrBa, cBbp3aHL{ c rbprroBcrKara .qelZuocr, TexHI4r{ecKI4Te
npoqec]4, [poeKT7l vrlru QrHaHcu Ha crpaHl4Te rrJrv:t B.bB Bp.b3Ka c Hoy-xay,
tzqrt6ncmaqrro n.rurrvra, rrOJIe3Hu MoAe'TIvI uJIu IpyTZI npaBa ort no.qo6eH XapaKTep, CBbp3aHr4
c l43n'bJr}teHl4ero Ha o6ulecrneHara ltop.rqKa. Toea r]paBI4JIo He ce npr4JTarra ro
orHoll]eHre Ha 3a.E'bJIXI4TerIHara rHQopl'retqza, Ko.qro Br:noNl4rer.qr cJIe.qBa ,qil

nlrlre,4Lj'1'd1314 Ha ArreFIUZ.qTa rto o6UecteeHz nopbr{K]4 c.uo6pa=uo pe.qa, npe.qBuI.UeH rj
30I].
1O . 9 .3a BaJtvrEHrA elaHrcoew cMerKyl ,

CC CM,qTAT:
3a |IIaulaHms cBbp:]aHr4 c HacTo.qllTr.q IOrroBoI)

3a Vl:rrnHrrrerrl: Easrca VuuKpequr Eyl6anK AI
I:BAI\T : BG62UNCR96 6 01 0 0ROCHEBG
B]C : UNCRBGSF

,4OIOBOpa, aKo B pe3yJITaT Ha
CJICIT C.KJ]IOqBAHCTO MV, HE C B

xr . 3AKJIIOqI4TEJIHI4 pA3nOpEIEI4
BJTVI3A B CYIJIA OT .EATATA HA CKJ]IOqI}AHETO MY ]4 E CbC CPOK HA

5 i . _L U . ZU ZU rrOIr4Ha .

.qoroBop cte cbcTaBr4 B CT<?Otr/n n qn^ 
- n^ ^ nrrr rrrv g!!y1r1

TC

Btnlaprx>>
ne at/ma ryuuyr r vur,

I | | ll^IAE 
^nE TI

145r1'bJtHeHJ4e - IO
II .2 . Hacrosutr.qr
Jq DUXAd

B.r=rr

J !!Pd

npoo
a

A3HI4

frpaB14TeJr,
Ag.nnr+rzn fTo

4v

BacxoHcenoc

Jlt
Yn Fnan

t4=n

rl Enr.enuit Hzxonon
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O6pazeq M 2

,uo

KOU - ByPTAC EOOI

rrp. BYPIAC

rloPEqKATANPEJIJIOXEH'TE 3A I4SNBJIHEHT4E HA

potrr EtsJIrAp%.rI Eoo,q, EIAK L3t27gg5l
(uarzuegoeaHme Ha yuacrnmxa)

HacTo.srloTo, Br4 npe.qcTaB.qMe HarrreTO npe.qJroxeHr4e
,,.{ocraBra Ha JIeKapcrBeHur [po.qyKr]4 3a Jrer{eHr4e

3a6or.qBaHI4.s ,'

3a cJre.qHr4.c JTeKapcTBeH npoIyKT:

3a r43B.bprrrBaHe Ha
HA OHKOJ]OIIAUHII

oII
M

AHaToMo-
treParleBtr4qerl

xon /ArC/

MexAyHapo,qso
llerlatregtrHo

Ha%!4er{oBaHu e
/l:NN/

JIeKapctrreHa
(!opaaa t'{erpKa

Tttr)oFIiO!3HO

KOJI''qEClI!BO
(e

rIocoqegalFa
u4>xa)

TBpFoBcKo
HailMet{oBat{ e

IIputrerKatrer

PaBPeueHrretro
sa ynorpe6a

Cpom Ha

noAHocT
or IIPY

B roaflHtl
1 5 4 5 o I 9

1 LO1 XE36 Alectinib nepopanHa
Qoprua

rng 537 600 Alecensa, hard
capsules

Roche
Registration

GmbH,
l-eovaHuc

.J

toAnHV

1. llpe.qnalave cre.EHr4Te cpoKoBe ga r43nbJrHeHt4e :

- npv [epI4o,4]4rlHYI ,[oCTaBKIl 4o 10 pa6ornrA nHu or, no.qaBaHe Ha 3a-qBr(ara;
- 

''p', 
Bb3Hr4KHaJIa r{eo6xo.qr4Mocr 7I3B%H CpoKa Ha nepr4..ql4rrHr4Te

.[ocraBK]4 .uo 5 pa6orHr4 AHt/r or rro.qaBaHe Ha 3a.qBKa,r,a.

2. llpellaraMe BC.gKa llr4cMeHa 3a.qB.Ka Ba .uoclaBKa Ha BrgloNmreJt.q -traHrL 6r.Ee r43nparjaHa Ha Qaxc Nc 02 / g5g:-Lgg , <: Koero ce rrapaHTr4Da
na n\/IJ: e: gomn 17 u.LLveLr lsDqrlerv /r Ha .4aTaTa Ila vl3npaqaHeTO I4 I43nbJIHeHt4eTO rZ B o[]4CaHr4Te
|Io-rrope cpoKoBe.

3 . c'r'nacgz cMe c BCrruKvI vcJroBw, 3a r43n.b,rlHeHr4e Ha
T. q. c onpe.4eJreHns. cpoK Ha eartzluocr Ha ooeprara r4
.4O|OBOp.

nopbr{KaTa, B

c npoeKTal Fra

,{ara:
24.06.2079r.

IIEYAT:

Coyca

Ant6nio Andrd De Sousa De Va

Ynparlrren
Managing director

,,Poru Brnrapltn" EOO[

flrnHouorqnnx

,,Poru Eurapru" EOOI

,0



O6pase4 Nt 2

Io
KOrl - EyPTAC trOOI

lp. BYPfAC

TIOPRqKATAnpE,qJroxEHr4E 3A D,IsIIBJIHEHI4E HA

OT: POIII EBJITAPI4.E EOOI E'TAK L3L2799SL
(nazlaenoeaur4e Ha y.racrgr,rrca)

C nacro.qqoro/ Bz npe.qcr:aB.qMe Haruero npe,uJloxeHzre 3a
,,.{octaena Ha JteKapcrBeHI4 rrpo.qyKT,r4 3a Jrer{eHr4e Ha

3a6or.qBaHr4,q,,
3a cJre.uHr4.q reKapc'rBeH npo.uyKr, :

r43B.bprxBaHe Ha
OH KOJI O TlI4T{HI4

OT
N!

AHatroMo-
treParreBtrulreH

xoq, /trc/

MexAyHapoEHo
!{EIIAIIiEHtrtlO

lIaJ't!4€!HOB aHr{e
,/ INN,/

JIeKapcsBeHa
!!oplaa

tdqpKa

r4)or'HoSI:o
KOJIr{qectrE}o

(s
nocorreHallia

ugpxa)

T.r,pFoBcKo
Hatl!4eHOEaH,{ e

IIPD{TexarEer

PaSP'esggt"to
sa ynorpe6a

Cpor< Ha

roaHocT
or IIPY

B TOAUHI'

1 4 f 5 7 I 9

2 L01XC32 Atezolizumab flapeHrepaflH
a QopMa

rng 240 Ct00

Tecentriq,
Concentrate

for solution for
infusion

[]oche
Registration

CimbH,
l-epNraHhc

fOAIAHI/l

1. llpegna'aMe cJIe.UHur re cpoKoBe 3a l43n.bJrHeHre:
- rlpr4 nep]4o.4I4t{Hll .qoCTaBKI4 .qo 10 pa6otnu EHl4t. orr fro.qaBaHe Ha 3a.qBKara,.
- rIpI4 B'b3HI4K:HaJIa Heo6xoII4Mocr I43BbH cpoKa Ha nepr4o.Er4rrHr4're

.qoCTaBKI4 .qo 5 pa6o.rHrA EHvr or noAaBaHe Ha sa_qBKara.

2 " llpegla|aMe BC.cKa []4cMeHa 3a.qBKa 3a .Eoc,rallKa Ha BtsnoNrreJlq -traHvr 6'r.qe r43npaniaHa Ha Qar<c Ns 02 / g591L99 , c Koero ce f apaFjrtzpa
na)fT\/ua naqomn ii uarrvurr -rquurtuav /r Hd ,n,atara Ha I43npaIIaHeTo I4 I43;I.E,JIHeHIAe\6 il. B otII4CetHI4Te
[o - rrope cpoKoBe .

3 . c'rlnacnr cMe c BCu\.Kvr, ycrroBu+ 3a vr3n.bJlHel{I4e Ha
T . q . c onpe.Ee neHnfl cpoK Ha Banv.uHocr Ha oo€)pTara u
.qorroBop.

|IOpBqKaTa, B

c [poeKTa Ha

!.ara:
24.06.2019r.

Ant6nio Andrd De Sousa De Vasconcelos

YnDaeraren flrnnovrorqnur

,,Pour Eurapr,rx" EO O,{

IIoAnr4c
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.unec, ,/6'08"20rs
3oll , BbB rp":r.a- c trpo.e,qe""
Peueume Ne 21- or 24.07 .2019
UeHTBp - Byplac" E(JO.{, Mex.qy:

1.1. Bb3JIOXIITEJLf,T Bb3rr.tla, a
JreKapcTBeHr4 npo.4yKTr/1 3a JreqeHr4e
,[ory "croK]f", cblr:tcHo ycroBl4.qra

IoroBoP

r.r B rrp.Eyplac, ua ocHoBaHr4e qJr.'_l_7_2r an.1 or
npoqe.Uypa ro pela .ln . 1B , alr .I , r . 1 or 3OII vr
rl . l{a YnpaemrelR Ha ,,KoMnreKceH oHKororlr4rleH

1 . "KOMIIJIEKCEH OHKOIO|tr4T{Ell IlEHTbp-EyPIAC,, EOOIL c a.qpec Ha ynp6rBrreHr4e rrp.
Eyplac , 6yn. ".[errtorPalrr4l" Ne 86, IJI4K 000053191, ]lpe.qcraBr.sBaH 6r, npoe. g-p
xPl4cro cro.flHoB Bo3oB - ynpaemrer, or e.EHa crpaHa, HapzrraH no-.qoJry:la
KparKocr " Blb3JlOXllTllJI,,

14

2 ' ,, CO@APMA TPEI4.[I4H| " AL EZIK "L03261 Ig4 , crbc ce.qaJrrue 14 arpec Ha
ynpaBJreHr4e : r,p. CoQwn, rJ 56 , pafton ll3lpeB t Vr. ,,Jlrue3ap clauqeB,, Ns Ij,CoQaplraET, clpa.ua A, et.I2r lrp€ICTaBJr.FrBa]{o or flww.5"rp !,zvzrpoe
I/qnq nurzma nau r,rJrrDJrn,arsJrsn,tllapeKTop, arpe3 IbTIHOMOIIIHI4K pyueH KoreB or .upy1a crpaHa,
Haprzr{aH no-.qoJry 3il KparKocr ..ll3fibJIHI4TEJI" 

I

ce cKJIIoqI4 llacrofliJJl4ttr .EorloBop/ c npe.uMer: ,,.!octaBxa Ha JleKapcrBeErrz npo.qyKln
3a rler{eHIte Ha oHItoJTorlt4.rHzl sa6or.{8aHI4.E.. .

I . NPE.UMET HA .IOIOBOPA

,!;a .40craBZ
HapIAIqa}lIl nO

CJIC.qBA:

Maxclrn,t

AIEH
cpoK Ha
n)AHOCT

f .2. llptt I4BrIbJIHeHrze Ha cKrrorreHr4.rr .qoltoBop, Br3loxzrel.gt Ue ,rl3rorBrr cBoI4Te
3afl.BKr4 3a JIeKapcTBeHr4Te npo,4yKTr4/ nO KOHKpeTHZT rlO'rOBr4 nO3IApaHn Jt eKapcTBeHrl
Qopvz(rpaen npogyrr:), Kollro/ KbM .qararra Ha no.4aBaHe Ha 3a.qBKara, Qrlyprzparn ll'o=w'tuBHvIfl JIeKapcrBeH crr4cbK - .tlpzloNeuze 2, or crnJufl npt{rrexar"r, 

- 
11u

pa3perireHtzeTo :a ynorpe6a.
1 .3. 7ls'oreeFrzre or Br:1,[oNrren.q ilvrcweHrA 3as.gKu 3a .[oc[aBKa ue 6snar
]a3npaqaH]4 Ha TlsrsrHrzter.q Ha Qarc Ne 02/8I33785 rAJru 1o ,e.noua:
hefpdeskhs@sopharma.trading.bg , c Koero ce rapilHTrpa [oJryr{aBaHero rA."- Ha
.4arara Ha l/3nparlaHero vr rA3n'rbJTHeHr4erO r4M B .4orroBopeHr4Te cpoKoBe.ro !1 .4.I. rA
mA?

I.4 . Kolmqecteara 3a.sBeHZ JreKapcrBa
Ha Bt=noxl4Ter.q.
1.5. B cnyuafi', qe |Io BpeMe Ha l43nb,rlHeHrze Ha .n,otoBopa HtrKovr J]eKapcrBeHI4
rrporyKTr4 npecraHar .qa ce npor43Bexr,al u/unv vr3Jll3ar OT ynorpe6a v/urttt 6r.qar
3aJTrAqeHI[ B llJiC-llpznoxeHl4e Ne 2, Br'3roNn rer.qt ue trMa npaBo, rf o crrJ;'ara Ha
HaCTO'qIII4'{ .IOIOBOp, .4a 3a.sB.sBa IOCTaBKa OT Cbl4eCTByBalIII4 utrIlL lr'OB> BKJtlOqeHI4 B
IIJIC-IlpzrioxeHI4e Ne 12 nexapcrBeHr4 npo,EyKTr4/ Kotzrro rw 3aMeH.srr rro LJeHul

l43IlbJIHI{TEJLflT ce 3arrbrrxaBa
Ha oHKoJIorrl4L_IHI4 za6onnzaHvta,

.hld r1d c,t,o HnJvIA IoT oBop, KaKTO

ue ca B c'boTBeTcTBt're c peaJIHI4T'e HVX..EU

L{era c [!C sa
nocor]eHaTa

MFpKa-B Kon.5

olpe.4eJleHu 3a 3aMecrBaHll.rr JreKapcrBeH npo.[yKT rro ]fe.qa 'Ha ro3 ror']!sgp



II. UEHI4 7I OI]XIA CTOIZHOCT HA .NOCTABKI4TE IIO IOIOBOPA
2 .I . I-{eHmre Ha JreKapcrgeHrre rrpoll)/KTr4 BKJItoqBilT clolZnocrra Ha croKara,
OnaKOBKa, 3aCTpaXOBKa I4 TpaHClOpT/ TaKCvIt MI4Ta vI IpyTIl pagxO.UZl yO Xpaitutaa
noJlyrrareJr - 60rHr4rlHara anreKa Ha Jreqe6Horo 3aBereHr4e, c nIC.2'2. IleHara Ha JTeKapcrBel{Ilre npo.qyKtvr no .qorroBopa e euxcwpaHa yr He [o.qJ]exr4
Ha [poM'sHa 3a cpoKa Ha gelcnere Ha JIoFoBopa, ocBeH B cJryuarrret npe.uBr4.qer{ur
B Herro.
2 .3 . flpm HaMar.qBaHe Ha ueHara rro .rr. 55 or Hapeg6ara 3a yc;-.oBrAflrat,
npaBI4JIara 14 pela :la perryJII4paHe r'7 perr4crpr4paHe Hil UeHr4Te Ha JrelrapcrBeHr4T'e
lpo.qyKrI4 - peQepeHTHaTa UeHa / rAJirr npoM.rrHa Ha loloBopTpaHara TaKaBa OTH3OK' Hacrbrlllro or .4eHs Ha orBap.qHe Ha oQeprata Ha I43llbJIHI4TEJLfl .uo xpafi.uun
cpoK 3a ]a3nbJIHeHl4e Ha .EoroBopa, Br3.noxrlTeJrtrr 6e=yc.noeuo ue BarJratua
JIeKapcrBeHIlre npoEyKTI4 Hil lI'a3r4 no-H],1CKa r-leHaf or I|arara Ha BJr]4:]aHe B cr4JldHa KOHr(peTHOTO peu(lHr4e.
2 .4 . rrpv nzerplxeHa Ir rrpwera ,EocraBKa Ha JreKapcrBeHr4 cpe.qcrBa cr,c 3aBr4rxelra
ueHa ' He3aBI4cI4Mo or MOMCHTa Ha rconcbarzpilHe Ha roBa o6clro.qrerICTBO,
WSnrnnnner.sr .utrxlt Ha Bt=noNzrer.q crorzHocrra r{a 3aBr4rreHr4ero.
) tr, r^^-,,^^,.-z - r - .LrporrHo3Hara o6ula clolZHocr Ha .UorroBopa ce onpe.uer.c Ha g47 426 ,67JreBa, 6e= !!C

I I l: . ycJloBu[ tA uAqI4H HA TIJIAXIAHE
3 ' 1 . lllaulaHero no Hacro.srll4.q rorloBop ce .ocbrrlecrn.aBa qpes ,6aHrcoe fipeBo.q orcrpaHa ua Bb3JIOXI4TIILS, |Io rocorteHari] B HacTo.qulr4.q .Uorloeop 6aurcoe:L cMerKa Fra
I43TbIH]4TEI,S.
3.2. 3annauaHelo Ha croK:zre no .uorroBopa Moxe ,EaI ce r43BbpuBa or,JloxeHor rlo
6O lltonmnanom\ !v v \usu r'r-4Eus r'l KaJIerl.4ap}lvr Eli,rA, cJIeI Il:3BbpIxBaHe Ha .qocraBKara ,
3.3. .[ocraeHara Qar<lypa, cbcraBeHa cbrrJ]acHo r4z.tACKBaHr4.fl.Ta Ha 3Cu, 3I,UC unn3IIC/ CbEbpXa ]l peKB:/.Sv.tTu OTHOCHO IapTI4.UeH HoIVtep Ha Me.qr4KaMeHrra, CpoK Ha
lo.qHocr r4 HoMep Ha pa3perrreHr4ero sa npogaN6a.
3 - 4 . .[oclaenara c(f cuura 3a ]43BtpilreHa cJre.u ro.qrzcBaHe Ha Qaxrypara z
lp]4eMareJr}lvrfl- onIAC or Ylpaertela Ha 6ongzqnial'a anreKaf c Koero cey.4ocroBep.sBa npl4eMaHero Ha reKapcrBeHr4.S npoItyKT e 6o.nHvrrsara a|lTeKa H.a
Brgroxvt rer.q.
3 . 5 . Bc.qKa .qocraBKa Ha HoBa naprr4.qa or .Ea.4eH JreKapcrBeH rpo.qyKr,,
3a.ubJIXI4TeJrHo ce nprl.qpyxaBa c .qoKyMeH.r (cepnz@nxar), cbllbpxau rHQropxasuvrfl. 3a
.4arara Ha npor43Bo.uclrBo r4 cpoK Ha rro.4Frocr Ha JreKapcrBeHr4.s nporyKT.
3. 6. 3a.ut.nxesl4ero Ha Btgloxilren.q 3a 3anrarlaHe Ha BC.rrKa .uocraBKa Bb3HyrKBa
cJIe.E r43BbptxBaHe Ha nocoqeHr4Te e r.3.4. EeircrBu:.A.

IV. CPOK 14 M,f,C]]]O HA .NOCTAB,SIIE
4 .I . Bc.qKa or.qeJrHa .uocraElKa, npe.qMe,r Ha Hacro fl.llus. LoroBop, cJre.uBa .ua Or.qe
.uocraBeHa B cpoK .qo 10(.qecer) pa6olnn EHrA cJre.q noJlyqaBaHe Ha 3a.sBKara Ha
Bb3JloxlirEJrfl u 3a Kc)Jrr4rrecrBara, Tor{Hc) onpe.ueJreHr4 B He.s.
4 .2 . 3a KoJrr4rlecrBa,, ,uocrarBeHtA rn3BbH 3a.qBKara rto t . 4 .1_ . , Bb3J]OXIITELST H.{Ma
3a,4bJrxeHue 3a nJrarlaHe.
4.3. lrpu BI3HI4KHaJI:i Heo6xo.qzMocr, rAsBtH cpoKoBe[,e Ha nepr4o.ur4rrHa .uocraBKa/TlsnlnHrrer.sr e .qJl'b)KeH .qa ocbilIecrBr4 .!,ocraBKa B cpoK .qo 5 (ner ) pa6orHm !.HrAor no.uaBauero lZ.
4 .4 . Crorzne ce .!;ocraB.qr e 6onuz.rHara arreKa Ha
alpec : fp . Eyplac , VJJ . "IoU . 4-p KoHc'raH Tl4H KbHqeB'. .

"KOil-Eyplac:"EOe,Ir Hd

4.5. Pmcr<rr or cJlyr{alzHolo norzBaHe vrJrrA rroBp(3xJlaHe Ha croKr4Te npeMurHaBa
B.bPXy Bb3IOXI{TEI,S OT MoMeHTa Ha npzeMaHeTo ]4M: Ha M,sCToTo Ha.4oI]TaB,qHe, C
T/T?N:RAHE I-I,a NNT4AT/:MAflAH 

^TTl^



V. 3A.[bJ]XEIII4fl, HA TI3IIbJ]HI4:IEIJ],q
5. I43IIbJIHI4TELflT ce 3arbrr)KaBa:
5.1. B cporc go 1 pa6oreH .EeH, .qa rrorBbp,qr4 rroJryrraBaHero Ha rr4cMellara 3a.sBt(a
ua Br:"noxr4Ter.q HA 4arcc 056/8l-6656.
5.2. llpw HeBbsMoxHocr .ua wznblrrjrr 3a.qBKa Fra Brsloxtrlela, B cpoKoBere
.4OrOBOpeHr4 e r.4 , 1. r4 r.4.3. , r;r u3nparu .[lrcMeH orKa3 a,afi-xr ell'o E
EocJre4*ug pa6omea ,qen, e notZro rAzrrrua cborBernufl cpoK Ba .uocraBl(a.
5. 3 . Ia .qocraBi4 3a.cBel{i4t'e croKr4 B .EorroBopeHr4.s cpoK rr B 3a.qBeHara
JleKapcrBeua @oprrla (:nparrlax, paaQaconx,a, oraKoBKit) u;, Ea rrr4 npe.qa.qe Ha xrsaft.unn
rroJlyqa'IeJI .

5 . 4 . na npela.Ee croKrre / rraKerr4palrA vr MiipKzpaHr4 B CbOTB<>THUA BWJ\,
KOJII4qECTBO 

'\ 
KAqCC'I'BO, HA M,'ICTOTO Hif .trOCTAB,SHE.

5. 5. 3a I43rIbJIIleHile r43rACKBaHrAAra rto ,t .2 ,,4. or Hacro.qulr4r .qoroBop/
IAzn'atuwleilsr Ue 6s.qe .qJtbxeH .qa rz3.EaBa neo6xo[utttttt:.s. .4oKyMeHT ro 3C.r u 3,UJIC
3a KopeKrJIAfl. Ha UeHifra B cpoK Io 5 (nr:t) pa6olnz IIHz or .qaraTa Ha noJrvqaBaHe
Ha r4cKaHero 3a roBit or Br,groNmren.a.
5. 5. Ia npe.qcraBr4 r'apar-rur4.s 3a .4o6po rA3n,bJJlrel-rre I B pa3Mep Ha 22 (ana
nnnrraqm: \ nm f,rrryvr+snIq7 uI rrpoIHO3HaTa crolZHocr ga HacTO.silII4.s ,!ofloBOp 6e: .[.!C, e eIHa OT
Qopvzre, npe.qBr4lleHr4 e .rl . 111 , an . 5 or 3Oll .

vI. 3AIbnXEHUA m IPABA HA Bb3.rrOXTiTEJ].S
6 . Bb3JIOXMTEJI,{T ce 3a.trbIlxaBa:
6 .I - .Ua no,EaBa rI4cMeHara ga.cBKa 3a .uocraBKa KbM wzn'rnuurens. ro Har;yrHa,
onpe.EeJreH B T.1.3. or HaclroHuJvrF. rorot3op.
6.2..4a npl4eMe.qocraBeHl4Te B cpoK z Ha M.gcro croKrz, cborBercrBarrr4 no BVr\,
KOJII4TIeCTBO 14 KarlecTBo Ha OnI4CaHOTO B HaCTO.SIUI4TI .!:OrrOBOp,
6 ? TT: e:nn^mr.r+q JqrrJrarl .4oCTaBeHZtTe CTOKI4 IIO pe.Ua Ha !t.3 or HacTol.ltlvtfl .Uc)roljop.
6.4. ra Bb3craHoBIl Ha TlgntnHzren.q rapaHurz.sra 3a 4o6po r43rrbJrHeHr4e, B cpoK
or 60 D.Hr4 cJIe.E ,Iarara rra rA3rrbJIHeHTe Ha Hac,r,oJlrIZ.q .qoroBop, B ct.tyuafi, T=re

cbIur4fl'T e I43lIbrHeH 6es .qa ca Hacvbnl/r,nrA o6cro,qreJlcrBara I Bvr3rApaHW n pa=.uert
VIII rz Pa=4en IX.
6 . 5 B cJlyqallre Ha orKa3 Ha trlsnrrHr4rer.q ro r .5 .2 . , Bssroxzre.rr.sr IIIE mMA
IIPABO .qa 3aKyrt]z orKa3aHZTe JIeKapcrBeHr4 rrpo.!:yKrr4 or ,[pyr .qocraBrr]4K.
Pe qnrzr: m: R Trar- qv'{dlld FIa JIeI(apCTBeH IIpOIyKT fIO HaCTO.qull4.q .UOrrOBOp I4 Ha EpyTIAfl
.qocraBql4n (nolaro e orpl4lliLreJlHa BeJTr/;9:zHa) qe ce .!;bJIXrl or Itlznlonu'zte>ns. Kalo
HeycronKa.

VII. KA9ECTBO, IAPAHUUfl, IA CpOrK IIA IOIHOCT
1 - I . Ksl'l .uarara Ha .qoclaBKara, ocrarbrrHr4.s cpoK Ha rorHocr H,f croKr4Te,
lpe.qMer Ha Hacro.qru]4.q loroBop/ cJreIB,a.Ea 6rEe He rro_MaJrbK or 30% (tpz.Eecer
nna)TToHrF: \ nm ntsatl,v+urr.Lql va vo.{B€FII4.E OT npo]l3Bo.q]4TeJLS.
1 .2 . B cnyuafi Ha .EoclaBKa Ha JreKapcrBeHzr rtpo.uyKl.rz c rro - KpilTbK or
.4orroBopeH]4.{ cpoK Ha fo.qHocr, lA=n'atnnrer.qr 3anrana HeycrorZr<ar r4sp,3311s3t- ce
B [poueHT Bbpxy ctoIZHocrTa Ha .qocTaE]KaTa, KaKT'O CIe.UBa:

or 29,99% no |20%

or 19,992 to L0%

ro.u 10%

- 1nZ Erlnv\7 ^mn 
-

- - -]4HOCTT,a Ha .UOCTaBKaTa;
- ti% pqnwrz nma"_, _I4HOCTT,a Ha .4OCTaBKara,.
- ?Oq e.rnvrz cmn-_ -r-. r _ - _I4HOCTT,a Ha .qOCTaBKaTa .

nllanuaH P m

VITI. OTIOBOP]]OCT 34 HETOI]HO I43I]bJ]1]ET17IE. PEKJ]AMAi-U4I4
U . -L . B'b3JlOXmTEJLf,T tvtoNe .Ea npe 1fl.BrA peKJraMauwn ilpe4 I,l3llbJIHyiTEJLg 3a:
a ) KoJII4rrecrRO rA HeKOMnJTeKTHOCT Ha CirOKr4Te vrJ|rL TeXHI4qeCKara .qoKyMeHTaul4.q
(nenu He.EocrarybrJw) ;
6) KarrecrBo (crcpu,tvt He.qocrarrrlv ) :

- npr4 IIocTaB.SHe Ha CTOKT4 He OT .UOrrOEi CrpeHr4H BrAI ,

.qoFoBop;
- npr4 KoHCTaTr4paHe Ha .EeoeKTr4 npr4 ynoTpe6a ua cToKZTe

HACTO,SUII4'I



B '2 ' J?exnavaqrm 3a AB.'IA Herocrarbur, Ha croKr,Te ce .,paB.rrr B MoMeHTa HanpelaBaHero vrM or m3IbJlHI4TEJLq H a Bb3JIOXtr4TE,IIJI , 3a Koero ce cbcraB.rr
npoToKoJI t no4rvrcaH 14 oT ,4BeTe CTpaHr/.
B ' 3 ' Perlal"laurAvl 3a cKpr.T.n He.qocrarblr,l4 ce npaB.rrr rrpe3 ueJr,,.s cpoK Ha rro.qHocrHa '4OCTaBeHI4Te Cat)KIA, KaTo peKJIaMaUi/-s.Ta ce ilpl4npyxaBa 3a.EbJr21r4TeJrHo oT
KOHCTaTmBeH npoToKoJL
8 .4. Bb3Jloxl{rEr.qr e ,uJrbxeH .ua yBe.qoMr4 rrzcMeHo I43ll,bJIHI4TEJLfl
.ueOeKTr4 vr cBorATe u3rACKBa.HrAfl. B 15 (nelna.qecer) gHeeeH cpoK or

3a ycTaHOBeHr4Te
KOHCTaTr4paHero

Ha He.4OCTaTbur4Te.
B . 5. B peKJIaMaurAIAr:e ce rrocorrBa rorrHoro KoJlr4r{ecrr3o
TexHI4fr' naprl4.ueH HOMep / ocHoBaHI4eTo 3a peKJIaMaqI4rI rA

Bb3IOX'4TEI,S.

Ha floJlyr]eHI4Te CTOKIAt C

KOHKpeTHOTC) 14CKaHe Ha

8.6. flpm pexnaMar]j/-H 3a fl.t3Hrl He.4oc.rarbur4, I43IIb,IIHI4T]EJLflT e .4JrbxeH .a 14 .uHeeeu
CPOK OT NOIYIIABAHC HA PCKIAMAUIIfl'T  3A CBO,g CMCTKA IIA.UOCTAB]4 CTOKA,
oTrloBap.qula Ha IL3r4CKBaH|LA'I a .

8.1 . llptt peKraMaUr4.s 3a cKpvrrvr HeIIocrarbur4f I{ijItbJIHylTEJLflT e ,q;rrbxeH e .1 4
.uHeBeH cpoK or noJryr{aBaHero Ha rrpo,roKoJla no T. g . 3 . ra .qocraBr4 3a cBo.s
CMeTKa CToKa, oTrroBap.qUa Ha IA3VrCKBatFII4.qTa, vrJlrr rlo rtpeUeHKa Ha B,b3J]OXt{TEJi,q,
I43JIoxeHa B yBe.4oIW[eHI4ero no r-Ei.4., '4a BbpHe' ctorBerHarar qacr or
3anJrareHara rleHa (ya uz4alle Kpe.Er4THo r43Becrue) .
B . B . I4s6opru Ha rocogeHr4Te rto-rrope Bb3MoxHoc,rl]4 -- IIa ce B,bpHe (tborBerHarar{aCT OT liJlaTeHOTO, ILJIV| .Ea Ce IIOCTaB.ST HOB.II CTOKI4 - npI4l:Ia.UJIeXZ HaBb3JoxmrEr.s u ce ynpaxH.qBa or Herlo no,q Qoprvrara r{a rr4cMeHo yBeJlo}4neHr4e JroIA3II'bJIHITEJIAt Karo pa3xo.Et{Te I4 p]4cKoBere no Bp'btu;IHero rA HoBOTo .U()craB.qHe ca3a cMe'rKa Ha 7l3lIbJlHI4TELS.
B ' 9. PexlalupaHul Te croKI4 ce cbxpaH.j{Bar or cbor.BerH%.rr KpaeH noJtyr{areJr, JIoypex.qalle Ha peKJraMaumr4Te
8.10. lap., rABTerrJIsH(3 or rbprroBCKara rwpexa Ha o'pe.EeJreHa'apT,.ua JIeKapcrBeHr4
Cpe.4CTBa/ KoJII4qeCTl3oTo vr BIALa Ha Cbl]IlzTe Ce Bb:3CrtaHoB.sBaT oT IA3nl'r.H.ntens., B
e,4HOMeCerleH cpoK r4 3a HerloBa cMeTKa.
8.11. l]pvt HemsrbJrH(fHr4e Har 3a.EbJrxeHr{ero 3a .qocrarrKa B olpe.UerreHzle cpoKoBe,
l[znrnnnreJr.qr .qbJrxlz Ha Br:noNzneJr.q Heycroftrca B pa:rMep Ha o.iz Ha a"" ,*p"ycrofiHoctra Ha Hez:3nbJIHeHoro, Ho .lle noBeqe or 1O% (aecen npon,eHra) orcroznocrra Ha HeI43rIbJIHeHIrero / KaIKTo w o6e::qereHze 3a rrtr)eybpneHr4Te
r,eircrBvrrefiHrr Bpe.ut4, B cJlyr{alzre , Korraro re Ha.qxBbpJlsr .Ec)rroBopeHalaueyclofira.
B '72.llpm Hen=nbJlHetitl4ero lla 3a.EbJIXeHrzero 3a .qocraBKa B 3a.sBeHara KoHKper'rarroroBa .qo3l4paHa JreKapcrrBeHa Qoprra;r (npaeH npogyrcl) , IA=nlonu.zl.etnnr nblrn<vr
uatznmaiir: u: Pnarvr ervyrr\u nq DD3fioxt4 Ter.q, B pa3Mep na 30? (rpzgecer lpoueura) or CrolZuoCTT,a
HA HCI4:SIIbJIHEHIICTO .

B ' 13 . Bt3noNzrel.sr rrMa npaBo .Ea ra3t3'bprur/r ro cBOr npeu.eHKa npr4jKBarrlaHe H.aueycrozxnre ro r. 6.5. , t.'7 .2 r T. B. 11. r T.B.I2. IrJrvr Ha 3aBr4trreHr4ero nor .2 . 4. or Hacrorllrlyr.q .uoroBop or JlbJrxl4Mrlre KT,M ll3rgriHnter.q cyNM rro ro3rA
.uorroBop, tAJJti or fapaHur4.cra 3a go6po 

'r3nEJIHeHIze.

IX. OTIOBOPHOCI] TP'4 HEI43IIbJ]HEHTIE
9.1. lry>vt neuzFbJIHeHIze Ha .uorroBopeHr4le 3a.ubJIXeHIAs, or crpaHa ua ll:nr;rHureJts.,
BggloNv ren.qt rlMa rpaBo .Ua pa3BaJTI4 EoloBopa i, c nI4cMeHo yBe.uoMJleHr4e ,IoIA3n.oJTu.,'enn, 6es .u;r My .EaiBa .4onbJIHI4reJreH cpoK 3ia r43rbJlHeHr4e, Karo 3a.ubpx,
BHeceHara lapaHqrtr Ba .[o6po I43nbJrHeH]4e.

x. .uPyI'I4 yCJIOBI4.E
10.,1 . lla Heype.qeHI4Te Bbnpocyr B Hacro.qt:Ir4.s roloBop ce npr4Jrarra .qerActrBarroro
obJlrrapcKo 3aKOHO.qaT'eJICTBO .

70.2. BrsroNr4rer.sl Moxe Ia rtpexparr4 lorrc)Bopa, aKo B
HCNPE.UBi4T,e-HIA O6CTC,,qTCJICTBA , B'b3HIIK.HAJIVI CJIC.N, CKIIOITBAHETO
cbcrlo.qHre .ua r43n,bJJHrA cBor4Te sa.isrNeHla.q.
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10. 3. Haclo.qqz.qr ,qoloBop ce npeKpar.qBa:
10.3.1. c v3TrAuaHe Ha cpoKa, 3a Koirro e cKJrror{eH;
r0.3.2. no B3aTzMHo cbrJracre Ha crpaHr4Te, ,3pa3eHo rrcMeHo,.
10.3.3. ol Brgnoxr4Ter.q - nprA ycnoBvr'.Ta Ha .{r.118 ol 3olr;
10.3.4. rpe.qcporlHo/ e c.riyuaft qe npw npoBegeHa npoue.Eypa or, IleHrpalH.zxopraH 3a nop'LqKvl n cQep:ira Ha 3.EpaBeona3BaHero npm M3 ca .uorror3opeHz ueHr4Ha JIll , Kor4To ca no-HrlcKra or UeHr4Te rto ro3r4 lorroBop.
r0 ' 4 . llpotrteum B llacro,sltl4.s .qorroBop ce .qolycKar rio r43KJrrorreHr4e, Koparo e
Il3n.bJIHeHo ycJloBr4ero no un.rr6, ar. 1, t .r u t .'l or 3oll .
10 ' 5 ' BsgszrcHaJII4Te Mex.Ey crpaHr4re clrropoBe no ro3r4 .EorroBop ce perxaBar npe,4
xor'merenIHIAA C,bE B rp. EypIaC.
l-0.6. A.qpecr4re 3a KopecrroH.ueHur4.q Mex.qy crpaHr,'e no Hacro.Eulr,.q .Eo.troBop ca
KaKTO CJIe.qBa:

- za u3nbrHr4Ter.s: rp. co$ua r'1 56, vJ1 . ,,Jlruesap craHqee.. Ns5, coQ;pva E14sHecTayrpc, clpaga,, A", er. 12, TeneeoH: 02 8133 660; OAKC: 02 8133 666- 3a EJlsIoNmneIr{ : r,pal Eyplac , 6vtt. ..CreQau CTal,l6o.toe'. Ne i 3 , XutpyplzueHKopnyc }Ia MEAJI-Byplac A.!,, eraN 7, re,n./Oanc 056 g76 656 _ Eolgurr11a anreK:i.10.7. Bc.qKa orl crpaHl4Te lro Hacro fl.uJrrfl. EoroBop e JIJr.bxHa He=a6aeHo .qa yBeroMr,
'4pyrara np:l npoM.qHa Ha arpeca cvr. B nporI4BeLI cnyuair., BC.sKo rz3npareuo
cro6uleHvte ce cM.sra 3a noJryrreHo, aKo e r43[pareHo Ha [ocJle.uH]4.s rogorreH arpec3a KOpecnQH.4eHUr4.q.
10.8. Bc.qKa or crpaHr4're no Hac:T,o.srlrz,s .qoroBop ce 3a.EbJrxa.Ba .ua Hepa3npocrpaH.qBa mH0lopvaqIttr 3a .qpyrara crpaHa, craHaJra it wznecrHa ,,pr4 rAJ7tA rroroBo.tr I43nbJIHeHI4ero Ha JlorroRopa. I4nQopvarfvrlTa no npe.qxo.qHoro r43peqeHffe
BKJIIoI{Bif vr o6cro.qreJrcrBa, cBbpgaHrz c rbprroBCKara .Eefigocr, ToxH.r{qecKI4lenpoqecI4, npoeKTI4 wJrw Qt'tuancw Ha crpaHr4Te rArri,lA BbB BpbsKa (l Hoy-xayfr=o6pereHzx, n6.ne:ur Mo.[erlz rArru rpylz nriaea or noro6en xapaKTeF), cBbp3aFrr4c I43rIbJIHeHI4ero Ha o6qecreeHara nop'bqKa. ToBa npaBr4JIo He ce ;1pzrrra1.a roorHoueItI4e Ha 3d.IT:JIXTITOJIHara zHQoplvraqrzx, Ko.sro Brsroxzrer.qr cJIe.qBa IIanpe.4craBm Ha AleHqz.qra no o6uecreenrz nopbrrKr4 c.ro6pa=uo pe.ua, npellBr4.EeH B
30I].
10.9.3a BaJrrAEHrr 6aHroez cMerKt4,
CC CM.qTAT:
3a tr4snbrHr4Ter.s: Banica fNGl
rBAN BG87INGB9145100183891_5

3a |IIarIaH]4.q cBbp3aHr4 C HaCTO.Sn,I4.q .4OIOBOp

]NGBBGSF

XI . 3AKIIOqI4TEJIHU PA3IIOPE.]]BI4
11 . 1 . l]oloeoprr BJIr43a B crlJra or .qar'€rTa Ha cKJrrorrBaHelo My r[.e c'bc cpoK Ha
I43nbJrHeHr4e - ao 31 . 10 . 2020 r.ol:zua .
'1 1 a Lt-!r.2. fldLj'r'o.sull,tgT .qorroBop ce cbcraB14 n .qBa e4Hoo6pa3HI4 eKBeM
3a BC.sKa OT CTpaHI4Tte. l

B'ssroNtzren: TlslrJ.tHlzrer:,
<<ItoLl-Eypo.crliObT <<CoQapva Tpefigz

lo eEu;.H

Vnn: przma n nnnlh ' !
- --, ',r--is..4-P XP. Bosoe llslnol,toqHzr Pyue Koree
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, npEnnoxEHI4E 3A il3nbnHEHHE HA nopbqKATA

OT:,,COOAPMA TPEI4E[4Hf,, A[
(HanMeHoBaHile Fta yvacrxrxa)

c nacronulor-o, Br npeAcraBqMe Hallel'o npeAnoxeHile sa fi3Bbpr.rBaHe Ha

,,flocraara Ha reKapcrBeHil npoAyrfita 3a fleqeHile Ha oHKororilqHu ga6onABaHVA,,
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1. flpe4naraMe cneAFin4Te cpoKoBe 3a il3nbnHeHile:
- npfi nepiloAr4r{Ht4 floor?BKr4 Ao 10 (4ecer) pa6ornn ,qHlr or noAaBaHe Ha 3aRBKara (Her noeeqe or

10 pa6ornn AHil or noAaBaHe Ha eaqerara)
- npil Bb3Hl4KHana nelo6xo4ruocr t13BbH cpoKa Ha nepuoAl4qHilTe AocraBKil go 5 pa6orHt{ AHH or

noAaBaHe HA 3aFBKara (He noBeqe or 5 pa6orx14 AH14 O.r nOAaBaHe Ha Saqexara).

2. flpe4naraMe BcFKa nrcMeHa 3aFBKa 3a AocraBKa Ha Brsnoxrrenn Aa nu 6r4e fi3npaqaHa Ha
Qaxc Ne g2l 8133785 rnn na e-mail: helpdeskfls@sopharmatradinq.bq, c Koero ce fapaHrrpa

3. Curnacnr crue
BaflilAHOCr Ha OQepraTa

fiara'. 04.07.2019 r.

Lod,rLzr 17ir6,
yrr, / irue-:ap f rdriqee lr

c Etor4r{Kr4 ycnoBilF 3a fi3nbnHeHile Ha
il c npoeKra Ha AoroBop.
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Kara 'c onpeAeneHilF cpoK Ha

NEqAT
Fyuen
Perronan npo4ax6u 5fl
IerapcraeH yKrtA v nbflHoMot4H14K, CbrnacHo
nbnHoMollHo[ls 7686 or 20.12.2018 r.
na Ilp6xa Corupoea - Horapryc,
per. Ne 400 xa Ho'raprannara KaMapa
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