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A'rer<canApor .{aner' Bearcap AnronoR,{paroee - vnpanrrema, Hapr,rqaHo [o-AoJry 3a Kparxocr
,,I{3IIbJIHIITEJI" or 4pyra crpana,

Ha oc'oBaJrr{e 'ur. 112 0r 3arona aa o6rqecrreuure ,,op6rr*,r (30II), nlr Bp]3Ka c [poBe,qeH
BGTpemeE KOHKypeHTeH U:60p/gonsnnena olpepra no parrlr<oro c[opa3yMe]rue Ns: p!_11_
277 /24.06.20 ce cKrrrotm rracrorrqru AoroBop 3a c,rre.quoro:

I. TTPEAMET r,r cPoK HAIOToBoPA
rlrr. r (I) JIETIEEHO 3ABEAEHIIE - B'63JI0XI4TEJr amnara, a rr3rrbJIrIlITEJLf,T

ce 3arq6JIXaBa aa u3B6prxl, .qocTaBKa Ha cJle,qHr.rTe neKapcTBeHr.I [poAyrcrx:

3aru.Ieuo ocHoBaHr{e Ha
ur.36a, ar.3 or 3OfI

o6oco6ena noruuus M 2

Anatouo-

TepaneBTHqeH KOA

/ATC-xoa/

Me44rurapo4n

O HETIATCIITEO

naurrenonaxue flIyN/

Haqnn na

nptrJro,(errfle

M

flpKa

l^9,
tabl., ml.

n apJ
L02BB04 Enzalutamide nepoparHa rBbpAa mg

M05BX04 Denosumab napeHTepanHa



NO2AAO1 Morphine nepopa,nHa rB'bpAa mg

nepopanHa TBbpAa mg

300000

NO2AAO8 Dihydrocodeine 450000

NO2AEOl Buprenorphine TpaiicAepManHa mcg/h 231000

N02AX52 Tramadol, Paracetamol nepopanHa TsbpAa Tabl
37.5
mcl325
mg

600

(2) .(oronoprr BJru3a B cuJra or Aarara Ha rroAfir,rcBaHero My or ABere crpaxlr rn e crc cpoK

to 31.12.2027 r.

II. IIEHI,I I,I OEIIIA CTOfrHOCT HA AOCTABKI,ITE IIO.4OTOBOPA
rln. 2. (1) I{euara na croKrrre no tuI.l e cburacHo rIeHoBo npeAnoxexue Ha

I,I3IIbJIHI,ITEJLfl, nepaagemra rracr or AoroBopa.

(2) I{enara BKJrroqBa crofiHocrra Ha croKara, o[aKoBKa, 3acrpaxoBra r.r rpauclopr Ao

JIETIEBHOTO 3ABEAEHI,IE - BA?JIOXIITEJI npz MEHrMarreH cpoK Ha ro,unocr He rro-

KparBK or 40 Yo o't o6.f,seHl,i{ or rlpo[I3BoArlTeJrr 3a JreKapcrBeHr,rre npoAyKT[ r{Jr[ He no-Kpar6K or

20 %o or o6rseHr.rs or rrpor,r3Bo.qrrenr sa 6uonpoAyrfflrre ruu 6nonogo6uire flpo.qyKTr,r.

Mr,rnaMannl-l.xr cpox Ha roaHocr ce oflpe,qen K6M Aarara Ha BcrKa AocrarBra Ha JIeKapcrBeH

rpoAym.

(3) O6uara crofinocr Ha AocraB(r4re ro AoroBopa e Ao 3 527 147 r32 (rpt Mr.rrrrroHa

rlercrorr.rr ABa,qecer rt ce.qeM xr{Jrr.qu cro rrerlrp}r,qecer r,r ce,qeM tner,a u 32 crorlnxr,r) aesa 6eg

BKJIIoqeH MC u to 4232 576178 ('rernpu M[Jrr.roHa ABecra rpuAecer b, ABe xlr:rs4er rercrorrru

ceAeMAecer rr rnecr JreBa rr 78 morzHxr.r) nesa c nxrroqeu [.{C.
(4) I{euam rro aoroBopa e $iErcr,rpana, He [oAJrex[ Ha rrpoMrua 3a cpoxa ua.qeficrnrze xa

AoroBop4 ocBex B cryqar.rre ua I 16 or 3OII.

(5) B cryuafi, qe rrpe3 BpeMero na geficraue Ha c6orBerur{, AoroBop croftuocrra, xo.aro

ciIeABa ,{a ce 3arlnarqa c ny6m,rvufi cpeAcrBa Ha neKapcrBeH[ npoAyr(Tr,r or florzrrrnrr rerapcraer
.,:i:

cllrrcaK cTaHe [o-ELIcxa oT .{oroBopeHaTa, neqe6HoTo 3aBe,qeHrre - BB3Jroxr.rTeJr ,cecycnosHo

";i' 
I

3aflnaqa neKapcTBerrnTe npoAyxTr.r Ea [o-H[cKaTa crofinocr, cqrrTaHo oT: ,ii,,i: t,

- AErrffa Ha BJrrI3aHe B clrJra r{a peIneHI,IeTo na Haqxoga;rrut crBsf lrerl.:r{enu r
pezu6ypcrpane Ha rreKapcrBenlrre rpo,qyrrl.I ( HCIIPnfI); rt:A:-l\ '

3anz.reHo ocHoBallrie Ha
.rr.36a, an.3 or 3OII



i
i
t

i

- AaTaTa HA AKTyaJtfiga\XrTA Ea nO3r,rTr,rBHU.tr JIeKapCTBeH CIIIICI,K IIO pe,qa Ha q.n. 57, ?ur. 1

or HapeA6ara 3a ycJroBrrrra, npaBuJrara u peAa sa peryDrpaEe A per[crprrpaHe Ha rIeHr4Te Ea

JreKapcrBeHrre [poayrc[r (HynPPPqnn) 3a JreKapcrBeHr,rre IIpoAyr(rI,I c HaMrrJreHa crofiHocr 3a

olaKoBKa, r{3rrr4creHa Ha 6a3a pe(bepeHrHa cTofisocT.

B cnyrax're uo npeAxoAr{oro lr3peqeHfie, crofinocrra ce onpeAeJrr K6M MoMeHTa Ha

4ocraurara (uogfitrcBaue Ha rrpfieMo-r]pe.qaBareneH nporoxon).

III. YCJIOBI,Iq I{ HAIIIIH HA IIJIAIIIAHE
rln. 3 (1) fllaqanero rro Hacrorrqru AoroBop ce octrqecrBrBa vpes 6anxor [peBo,E or

crpaua ra JIETTEEHo 3ABEAEHTIE - Bb3JIoXTITEJI ro rocoqeHara B sn. 15, an. 3 6auxosa

cuerra na II3IIIJIHIITEJI{.
(2) 3anlaqanero Ha croKr.rre rro AoroBopa ce rr3BbprrrBa orJroxeHo n cpor go 60

hrccrlecerusl AeH, cJreA [pe,qcraBrHe Ha cJrelur,rre aoKyr\{eHTr{:

1. ,,{ocranna $arrypa clcraBeHa cb racHo r,r3t4 cKBarrfirta na 3AAC u II[I3MC;
2. flpueuaremro-npeanBareJrrrr4[poroxonr,r;

(3) B cryvafi, qe flocorreHr.rre n vn. 3, an. 2 40xyuenrr.r ca HepeAoB Ht4 fi]1r4 He ca

KOMIJIeI(ToBaHI,I, csuII,ITe ce BpsIIIaT ua }I3IITr.IIH}ITEJIfl. c TIpHeMaTenHo - IIpeAaBaTeJIeH

[poroKoJr 3a r,BlpaBrHe Ha Hepe.qqocrr,rre. cportr no v1.3, an. 2. gaflo.rsa Aa re.{e ot Aarara Ha

lpeAcTaBrHeTo Ha [ocJreAHIu r,r3rrcxyeM ce aoKyMeHT.

(a) npu QarrypupaHe Ha 3arBeHr,rre KoJrr,rqecrBa JrexapcrBeur.r npoay1Tri, rro BcrKa orAenga

3aJIBXa' qeIIaTa Ha OIaKOBKa He cne.qBa Aa rIa.qBIrIUaBa olpeAeJleuaTa g flOgZrr.ranzq JreKapCTBeH

cIIucbK- flpr'rnoxerure Ne 2, peQeperrHa croftnocr Ha o[aKoBKa 3a crorBerHrrr JreKapcrBeg

rIpoAyKT. B ul rafi Ha [3rIt4cJIrBaHe ra ctofinocr ro-Br{coKa or pe$epeurnara croftnocr ua

onaKoBKa 3a csorBerHl,L neKapcrBeH [poAyKT, ctofinoctta ce EaMztJr]f,Ba r,r 3arrnatrIa 4o crofinocrra

Ea ofiaxoBxa olpeAenena s flos[Tr,rBHr.IJI JrexapcrBeH crrtrclK- flprutoxenue Ne 2.

IV. CPOK HAAOCTABSHE

9.'r. 4 (1) JIETIEEHOTO 3ABEAEHIIE My

KoJrrrqecrBa c [rrcMeua 3aJrBKa,qo II3IIbJIHIITEI.II. HA

IBIIJIHI4TEJIfr. ull yrrrnHoMorrleuo or rrero Jrrrqe r.rJrr4 ce rlrflpaqa c

o6parra pa3[ncKa, IIo (baKc r{nl{ ro eJreKrpoHeH 116T.

3aru.reHo ocHoBaHI{e Ha
rrr.36a, an.3 or 3OfI

lpenopbrraEo .IIIrcMo c
,t;i1rri.:a...i
,,Ii]



(2) Bcara orleJrna AocraBxa, cne.qBa Ia 6rAe Aocrasena B cpoK Io 7 ranengapnra ,(Err cneg

rorryqaBarre Ha 3asrxara ot JIEIIEEHOTO 3ABEAEHI,IE - B63JIOIfl,ITEJI ra ga rorrEqecrnara

rl orIaKoBKIrre (cro6pa":no (orrKperHl{Te JreKapcrBeHlr upoAyKTx, rrocoqeHrr B Texr{fiqec(oro

npe.qnoxeHr.re Ha r,l3nbJrHrrreJrr), ro.ruo onpe.qeneHr B 3arBKara. B cnyvafi, qe ce npaBr,r n6pBa

AocraBra or Aa,qeua naprr,{,{a Ha neKapcrBeH [po,ryrcr, ce [peAcraB, CeprzSurar sa

ocro6oN4aaare Ha naprrrAara, r,BAa,qeH or rnaaz(frqupago nriue no 3JITIXM Ha enerTpoEerr

HOCUTeJI IJII,I IIO eJIeKTpOHeH IrET Ha eneKTpOHHaTa IIOIIIa, fiocoqeEa xaTo aApec 3a

KopecnoHreHrlr.H, flprrApyxeH c [peBoA xa 6rarapcxa e3rrr( or 1pr,rpua, curovrana AoroBop c

Mranuctepcrno Ha BBrIrrIHIrre pa6orr.r sa r.r3BlprrrBaHe ua oqpuqraanura [peBo4r.r. Zs6poeur.rre

AOKyMeHTr,r Ce npeacraBrr B c6oTBerlroro 3BeHo, onpeaeneno or neqe6Horo 3aBerel :re -
B63nOXr{TeJr. flpu cne,(naru,r ,qocraBrc:r Ha JreKapcrBeHn EpoayKTr{ or csrrlara naprr,raa,

ceprr.r(f zrarsr ne ce flpe,ucraB.f,.

(3) B cryuafi na neo6xo;r,ruoci or crerrrua IocraBxa, JIEqEEHOTO
Bb3JIOXIITEJI nocosna I€purIHo B 3zulBKara, ve e neo6xo4nrrao .qa 6rAe r.r3B6prrreHa crer1ra

,qocraBra. B roru cny,rafi, AocraBxara cjreABa Aa 6l4e uenrpmena.qo 6 .raca or [oryrraBane Ha

3II.'IBKATA II 34 KOITqCCTBATA II ONAKOBKUTE (CTO6PASNO KOHKPCTHI,ITE NEKAPCTBEHI,I NPOAYKTI,I,

rocoqeHl'I B TexHI'IqecKoTo [peAJIoxeHIre Ha I'I3rI6JIH]ITeJIr), ro'+ro oflpe.qeneH[ B 3arIBKaTa.

(4) Ir3rIbJIHIITEr.gr ce 3aabrrxaBa, B cpor Ao I pa6oreu AeH, B cnrrar.rre to ar,. 2 *r s

cpor go 1 qac, B cJIr{iMTe Ua Ut.3, cneA [oryqaBauero Ha Bcr(a 3zurBxa aa yBeAoMr,I nrIcMeHO I,IJ]r'I

no {arc JIEqEEHoTo 3ABEAEHI,IE - B13JloxrITEJI s cryqafi rre He Moxe .qa u3Bapum

AocrtlBKa ranu n cly'rafi, qe [Ie Moxe Ea c\a3fi cpoKbT 3a I,BBapIIrBaHe Ha,qocraBKara, IrpeAMer Ha

KOHI(peTIIaTa 3arIBKa.

(5) Ksrr'r aarara Ha Bcrra aocraBKa, ocrarrqnr.r.m cpo( Ha roAHocr Ha JregapcrBeHrrre

[poAyKTr,r, cneABa Aa 6tre ne [o-MaJrsK or 40 0/o /.rerupu4ecer na cro/ or o6sseuus or
[por,r3Bo.qr.ITeJrr.

(6) Krrra Aarara Ha Bcrra AocraB(a ocrartqHr{rr cpoK Ha ro.qHocr na 6uonpo4ycr tar,r

6r'ronogo6en [poAyr(T, cneaBa .ua 6rAe ue rrG-MaJrtK or 20 Yo hraaecer na cro/ or o6xseHr.rs or
uporr3Bo,qr.rTeJrr.

(7) 3a ronuvecrBa AocraBeHr.r r43BGH 3zurBKara rro wl. 4, at.1, JIE

- Bb3JIOXI,ITEJI us^,ra gaAlrxeHre 3a nJraruaHe.

(8) B cnyvaure no v;r. 10, an. 7 or 4oronopa, cpoKtr rro ut. 2 u 3 3arorrBa ,qd teie or Aarara

Ha rrcMeHoro cruracue na JIEqEEHOTO 3ABEAEHIIE - Bb3JIOXIITEJI.

$|fr;i,,57i; ,,;q"

3arFIeHo ocHoBalrlle Ha

wt.36a,a-n.3 ot 3OII

V. MflCTO HAAOCTAB'HE



rl.r. 5. (1) 3a l,rscro Ha AocraBrHe Ha croru.rre rro ro3r.r AoroBop ce onpeAefi, cne,uur,r, aApec:

rp. Illylren, yn. ,,Bac r Anpunor" Nt:63, 6om;uuua Anrera Ha,,KoMlneKceu oHKororrqeH

qeump-Illyrreu" EOO.(.

(2) Pracxrr or cnyvafiuo, o [orr,rBaHe r,rJrr,r fioBpex,qaHe Ha crorc.rre [peM[HaBa B6pxy

JIETIEEHOTO 3ABEAEHI4E - BS3JIOXUTEJI ot nolr,renra Ha rrpueMaHero r.rM Ha Mrcroro Ha

,aocTaBrHe c [plleMaTenHo-npeaeBaTeneH rrpoToKoJr.

VI. AATA HA.IOCTAB'HE HA CTOKIITE
tll. 6. 3a ,uara Ha .qocraBque ce cqr.rra .qarara, Ha Komo croKlrre ca AocraBeurn ao aapeca

nocoqeu B qn. 5, an. l, upr,r ycnonrura tawt.9,ut.2.

VII . 3AI5 JI?I(EHLI, "q HA I,BTIbJIH}ITEJTS
rln. 7. I.BIbJIIIIITEJIflT ce gaAtnxaBa:

l. ,{a gocraBr,r cro*r,rre B AoroBope,r, cpo* r,r ,ua ru EpeAa.qe ua JIE{EBHOTO
3ABEAEHEE - BG3JIOX}ITEJI.

2. [a npepage croru{Te, naKerlrpaur,r rl MaprurpaHr,r B c6orBerrrr.r, Br,r.q, KoJrrrrrecrBo r,I

KarrecTBo Ha MTCTOTO Ea AOCTaBTHe.

3. flpr.r no4ur,rcrarrero Ha 1oroBopa aa npeAcraBr.r:

a) 4oryueurr.r no w. ll2, aur. 1 or 3OfI.

6) rapanqrx 3a rrc[sJrueHr{e, B e.qga or ([opuute, olpe,qeJrerru s sr. l 11, aa. 5 or 3ofl, crc
cpoK Ha B rrr.qHocr 60 4nu cre.q r,r3Tr.rrraHe cpoKa Ha AoroBopa, Ko{ro ce ocro60x4ara n cpor 40 60

AHII cneA r,r3rrtJrHeHrre rra AoroBopa. B cny.rafi, rre Bar[,IArrocrra Ha rapaxqrrrra n3.rat-q1a rIpel]I..

AoroBopa aa 6rAe r rlm{eH, IT3IIbJIHTITEJLflT ce 3aAsnxaBa Aa y.qbrrxt4 cpoKa Ha BaJrr.rAgocr

Ha rapaHIII'ETa c ToJrKoBa AHI'I, TaKa qe rapaHIII'IrTa .{a noKpI,IBa oqaxBaHl{, cpo( 3a I,I3rIBnHeHI,Ie Ha

AOrOBopa rrJrroc 60 4ur. rapanqlqra e B pa3Mep Ha 37o or clofruocrra Ha aoroBop a 6ez MC n

Bb3Jrr.r3a ua 105 814, 42 ter,a.

(4) fia aocraw JreKapcrBeHlr [poAyKT]r, (or,rro orroBaprr Ha r,r3r,rcKBagrr{ra na 3axona ga

NEKAPCTBEHI,ITE IPOAYKTI,I B XYMAHHATA MCAI,IqI,IHA (3NNXM) _ AA IIPI,ITEXABAT BZIJIXAHO

pa3perrreHr,re sa ynorpe6a B crp{urara, r.r3.qaAer{o IIo peAa na 3JIfIXM unr.r pernaueur (Eo) Ne 726/

2004 r. ua Erponeftcxne napnauenr u Cssera /.ur .23, ar,l ua 3lIfIXM/.
(5) Ia ,qocrasx ne(apcrBenr,r npo,qyrrr{, Kor{ro ca BK;rroqerri n flpunoxenter Ns 2 Ha

flogrnrr,raurlf, rerapcrBeH crlrlclK. :t:..

(6) B cayvafi, qe ce trpaBn rrlpBa rocraBxa no aa.qeHa rraprvAa Ha

lpeAcTaBt Ceprr,r([r,rrar sa ocso6ox,UaBaH e Ha flaprLrlidr2. ,r?rareH n'r !'D6

Aa

3aruqeno ocHoBarrr4e Ha
qr.36a, ar.3 or 3Ofl



3JIIIXM Ha eJIeIopoHeH HocrITeJr lrnll rro eJre(TpoHen 116T Ha eneKTpoHHara rroqa, fiocoqega Karo

aapec 3a r(opecfloEreHrlrrr, fipr,rApyxeE c rrpeBo.q ua 6rnrapcx[ eeux or {zprr,r4 cKrroq na rofoBop
c Mr.ruzcrepcrno Ha rrnnrxrare pa6orri 3a r.r3BtprrrBaue na o<pzqza-nHri npeBo,ufi.

\Irrl 3AAbJrXErrr{.s HA JTEqEEHOTO 3ABEAEHT,TE _ BE3JTOXIITEJI
llu. 8. JIEYEBIIOTO 3ABEAEHLTE -B63JIOXUTEJI ce 3aA6nxaBa:

1. ,{a npr,re e locraBegr,ITe B cpor rr Ha Mrcro croKr,r, cborBercrBarqt rro BnlI, KorvqecrBo r.r

KatIecTBo Ha orlficztHoTo B HaCTOTIIII4' .qOfOBOp.

2. fia zawaru locraBeHrrre crorr.r rro peAa Ha q:1. 3 o:r nacrorq]u .qoroBop.

3. Cne4 upurnrorlBaHe I,BrI6nHeHr4ero Ha.qoroBopa 4a ocno6ogr,r rapagrlr,rrra 3a r43nbJrqegr,re,

6er aa Auxlt nraxBr, 3a cpora, npe KofiTo cpe.qcrBara 3aKoHHo ca npecrorJrr,r y Hero.

IX. IPI,IEMAHE I,I IIPEAABATIE HA CTOKI{TE
rln. 9. (1) flpueuanero Ha croKire ce r,BBrprrrBa Ha MrcroTo Ea AocraBrrre nocoqego B qr.

5, aa. 1.

(2)

JIEIIEEHOTO 3ABEAEHLIE

I'lnlr y[snHOMOIqeH oT Hero [peAcTaBZTen r, [peacTaB]rTetr Ha

- Bb3JIOIKI,ITEJI no4nucrar [pveMareJrHo-npeAaBareJreu

rlpoToKon, yAocToBeprBarq noIyqaBaHeTO Ha CTOK4Te.

X. KAIIECTBO, TAPAHIIIII4 II CPOK HA TOAHOCT
Y.r. 10. (1) Croxr,rre, pelMer Ha Hacrorrq[, ,qoroBop, cJreABa Aa orroBaprr Ha

r,r3r,rcKBaHr,rtra Ha wr. 7, an. 4 u 5.

(2) Kru Aarara Ha .qocraBKara, ocrar'rlHr,rrr cpol( Ha roAHocr Ha Jre*apcrBe,rrre npoal,,.,,n,
cne.qsa ,Ea 6r.qe He IIG-MiurbK or 40 vo lrcrupapecer na cro/ or o6xrenux or npor{3Bo,qr4TeJur.

(3) B cnyuafi Ha ,qocraBKa rra Jre(apqrBeur.r, flpo,e/KT c rro - KparBK or AoroBopeHrrr cpoK Ha

roAtocr, AGlrxuuara neycrofixa ga 6r4e npoueneHa, KaKro cJreABa:

or 39,99%o ao 30% - 3 % nrpxy crofiuocrra Ha AocraBKara;

or 29 ,99Yo lo 20%o - 5 o/o nrpxy crofixocma Ha AocraBKara;

or 19,99%o rc l0% - 7 % nrpxy cro nocrra rra aocraBrara;

no4 70%o - 10 % nrpxy crofinocrra ua 4ocrarrara.

(4) Ocrarr.rrxar cpoK Ha roAHocr na 6uonpogyrr /6r.ronoao6es flporyKr, cnbEa Aa 6r.qe

He rIo-Ma[6K or 20 Yo /AnaAecer na ctol ot o6xseHr,rc or flpornBoAr.rreJu ory galffiu ncr*u

AocraBr(a. 
iltif.:ft i

3arn reHo octroBauve Ha
qr.36a, aa.3 or 3OfI



(5) B clyvafi Ha ,qocraBKa na 6nonpo4yxr/6uouoAo6en flpoAyrcr c rro - KparBK or

AoroBopeHr,rJr cpoK Ha roAHocr, ,quxuMara Heycrofixa e KaKTo cJreABa:

or 19 ,99Yo to llyo - 2 yo rtpxy croftnocrra Ha AocTaB(ara;

or 9,99Yo lo 5 %o - 4 %o arpxy croftnocrra na 4ocraB(ara;

nol'%o - 6 Yo t16,pxy croftHocTra Ha .UocTaBKaTa.

(6) JIETmEHOTO 3ABE.(EHI,IE - Bb3JIOXI,ITEJI uoxe Aa orKar(e Epr{eMaHero Ha

cToKIITe, aKO B AeE.f, Ha T.f,XIIOTO IIpIICTITTaHe IlJIl,| Upr{eMaIIe OCTaTSqHI,I' CpOK Ha |O,4HOCT e IIO -
Mzrn6l( or o[pe,ueJrerrru B qJr. 10, wt.2. r-r ar. 4 Mr,rH[ManeH cpor Ha roAuocr.

(7).{ocmarara Ha JreKapcrBex fipoayrct c ocrarlqen cpoK Ha ro,uuocr rro-MrrrrtK or 10 na

c.ro ot o6xgenrar or rrpor,r3BoAlrre tt u fia 6uoupogyrr/6rzono,qo6eH npoAyrtr c ocrarlqeu cpoK Ha

roAHocr rro-MaJra( or 5 na cro or o6snesr.rtr or flpor.r3Bo.u{Ten ce rBBrpuBa cruo c [rrcMeHo

cturacre ua JIE{EEHOTO 3ABEAEHI,IE - Bb3JIOXI,ITEJI 3a Kour(perHo KorrrrqecrBo,

onpeAeJreHo or Hero. Bes zapuvno rrucMeHo c6 racfie na JIEHEEHOTO

Bb3JIOXIITEJI crorlrre usMa 4a 6t4ar :annarqaur.r.

(8) I4cranero 3a [rrcMeHo crrJracue, B cnyqar.rre ua wl 7, cneABa Aa [ocrbrrr4 B

JIETIEEHOTO 3ABEIEHI,IE - Bb3JIOXI4TEJI n cpoK ao I (eanx) pa6oren .qerr or

[oryrraBaxe Ha 3arrBKaTa.

(9) B clryuatre na c[eIIrHI,I aocraBKrr rrocoqeHr,rre B ar. 3 r,r an. 5 ueyoofirn He ce fipr,rJrarar.

XI. OTTOBOPHOCT 3A HETOqHO I,I3TItrNHEHIIE. PEKNAMAUI.II,I

{.n. 11. (1) JIETIEEHOTO 3ABEAEHIIE - Bb3JIOXIITEJI Moxe .qa rpe,qrBrBa

peKnruarrrr rpeA U3IIbJIHUTEJI-fl sa:

a) ronuvecrro Ir HeKoMrIJIeKTHocr Ha crorr,ITe riJr rexurrqecxara .qoKyMerrrarlnx (tnuu

ue4ouaruqu);

6) xauecrao (crpt rr,r ne4omarrqz):

- rrprl .qocTaBf,He Ha cToKI,r He OT AOTOBOpeHLU ntq, nOCOVeU r Un. 1;

- npr.r KoHcrarr,rpaue na 4erlerrr,r npu ynorpe6a na croK[Te.

(2) PeK.[aMarlur,r 3a ,BHtr He.qocrarbuu Ha croKrrre ce flpaBm or JIEHEEHOTO

3ABEAEHIIE - Bb3JIOXI{TEJI, r uouenra ua rpe.qaBauero rrM, 3a Koero ce crcraB, flporoKoJr,

rroanricaH ,r oT ABeTe cTpaHr{.

(3) Peuauaqrr 3a cxprrrr,I rreAocrarrrlu ce npaB.m rrpe rIeJrH, cpox ua .,ro4nocr ua

AOCTaBeHr,rTe CTOnrr, KaTO peKllaMarllrqTa Ce Upfi.qpyxaBa 3a.q6JrxrrTeJrHo oT KoHcTaTI{EeHiIIpOToKon,

u3,qaaeH oT I43[sJrurrremraTa axeHur.r, 3a JrerapcrBara. ,;fta; i' I i'r/)r' :. ':, . , .".'t--" "".

3anu.reuo ocrroBarlue Ha
wt.36a, a-r.3 or 3OII



(4) IETIEEHOTO 3ABEAEHIIE - BS3JIOXIITEJI e Arrrxuo Aa yBeroMr.r rrrcMeuo

I,I3IIIJIHIITEJIfl sa ycrauonenure 4elperrra n 5 (ner) 4nener cpox or KoHcrar parero rrM.

(5) B pexlauaurr,rre ce [ocoqBa HoMepBT Ha aoroBopa, ToqHoro (om,IuecrBo Ha non) reHure

cToKI,I C TeXHI' napTu,qeH HOMep, OCHOBaHT.ISTO 3a pe(nZMarIH' I{ I(OEXpeTHOTO ZCKaHe Ha

JIEIIEEHOTO 3ABE.(EHUE - Bb3JIOXI{TEJI.

(6) B 5 (ner) aneBeH cpor or ronfraBarre Ha perrraMarlurra, II3IIBJIHIITEJI.f,T creAsa Aa

orroBopn na JIETIEEHOTO 3ABEAEHIIE - Bb3JIOXIITEJI rrrcMeuo r.r Kourperrro Aanr.r

flprreMa peKjraMaquula il s. oTxBbpns.

(7) IIpu peKrltuaur, 3a ,BHr.r IreAocrarbrlr.r II3IIEJIIIIITEJI{T e A.nrxen n cpox or 2

pa6ornu AHr,r or floJrfraBarre Ha peKnrMarlirrra 3a uBo, cMer(a Il pucK ,qa ,4ocraBr,r Ha Mrcroro Ha

AocraBrue KoJrl{qecrBoro Jrr,rrrcBarulr B ,uocraBrara / neromuner, ul{ AofoBopeulr croxtr.

(8) IIpu peKrraMaru, 3a crpr.rrlr HeAocrarbqr4, r clyvafi se II3IISJIHIITEJI.flT e rprren

peKJraMaIII{rr4 cttrIllrr e Anbxeu r 10 (4ecer) Ar{eBeH cpox or [on) raBauero fi 4a lauenu

AocraBeHI{Te HeAoroBopeHI,I no sIrA / AeOercrHE croxrr 3a cBor cMer(a fi pfior ttrtt4 rro [perleHKa Ha

IETIEEHOTO 3ABEAEHIIE - Bb3JIOXI,ITEJI 4a rtpue clorBerHara qacr or 3anrlarerrara

IIeHa, BeAHO C .q6JIXI4M[Te JIIXB]I.

(9) lls6optr Ha nocorleul.rre fio-rope Bt3MoxHocrrr Aa ce B6pHe ctorBerHara rracr or

fiJrarerroro lrJrr,r aa ce AocraBrr rroBr,r croxr,r npur{a,qJrexu Ha JIEqEEHOTO 3ABEAEHI,IE -
BS3JIOXIITEJI r,r ce ynpaDKHrBa or Hero no4 Qopr',rara Ha rrr{cMeuo yBeAoMneulre .qo

KaTO pa3XOAr,rTe r{ pncKoBeTe IIo HoBoTo AocTaBrHe ca 3a cMeTKa Ha

(10) Croxrrre, npeAMer Ha peKrraMarlrff ce ctxputusBar ot JIEYEEHOTO

Bb3JIOXI,ITEJI Ao ypexAane ua peKnaMarlm.rre.

XII. OTFOBOPHOCT [P}I HEI,I3IIbJIHEHIIE

{.u. 12. (1) 3a neugntmrenze Ha 3aAtJrxeu[rra cri rro HacrortrIx .qoroBop c rrcKrrroqeurre Ha

re3r.r rro vr. 10, a.n. 2 u at. 4,II3IIbJIHIITEJIflT wtrxla Heycrofi(a B pa3Mep Ha 0.5 yo Ha aer

urpxy crofinocrra Ha Kourpernara 3arrB(a, Ho He [oBeqe ot l0 oh (.Eecer npoqeura) or ctofinocrra

Ha KonKperHara 3errBra, Karoo ra o6esrqerenrae 3a [per6pneE[Te geficrazrennn Bpeafi B cJ1ruanre,

Koraro re Ha,e(Bbpnrr AoroBopeHara neycrofixa. B crfraure uo .rn. 4, ar. 3, [ocoseuara B

rrpe,4(o,qHoro Klperrenr{e HeycrofiKa B pa3Mep Hao.s yo ce HarrucrtBa 3a BceKu qac rtpoipo-tllre, Ho

He floBeqe or lO yo (.{ecer npoqenra) or crofiHocrra Ha (oHKperrrara 3uuIBK4 I(aKTo I{ o6e3qereulle

3a [peTEprreHrrre AeficTBnTeJIHu BpeAr,r B cfiyqalrre, I(oraTo re Ha,4xBcp[rr -i,aosBorl]uru

HeycrofiKa. ,i ,' l' r)'.

3anz.rego ocHoBaHI{e Ha
w.J6a, an.3 or 3OfI



(2) Koraro laplt :rrarrficlue Ha pexrraMarlru, I,I3IIbJIHI,ITEJLf,T ne E3r6rrHu 3a,qBrrxeHrrra
ct no paa4en XI oT Hacrortr[rr ,qoroBop B cpoK, cbulzrT ,ulnxu xa J[ETIEEHOTO 3ABEAEHI{E_
BI3JIOXITTEJI neycrofixa B pa3Mep sa 2 %o or rleHara Ha cro(rire, 3a Kor,rro ca EarrpaBeH,
per(naMarlru.rTe.

(3) JTETTEEHOTO 3ABEAEHTTE BS3JIOIKIITEJI yaonneraopxBa rrpereHur.rrrre cri
OTHOCHO HEI.BIGJIIIEHI,ICTO HA ACTOBOPE, I(AKTO II 3A 3AIIJIAIIIAHC HA HEYCTOfiKI'TC OT CTPAHA HA

(aro 3aAbpxa rapaHurrrra 3a r,r3rr6JrHeHz e to cot. 7 , a:r. 3, 6yr<ra .,6,, or
AOrOBOpa, (aro Ilpe,uflpuerraa 4eficrarax ga HefiHOrO ycBorBaHe. B cryvafi, qe crotnocrra na
TAPAHIII,I'TA 34 Ii3IITJIHCHI,IE HE IIOKPI,IBA BCI,IqKII A5JIXIIMII Ot I{3IIbJIHPITEJIfl, HEYCTOfiXIi,
JIEqEEHoTo 3ABEAEHIE - Bb3JIOXI,ITEJI npzxuarqa a6nx Mr.rre cyMt\ or Hacperrl'r.r
unarqanrs xrM [I3IIf, JIHI{TEJI{.

(4) IIpu "tpu rrb'rtr BriHoBHa sa6aBa Ha II3IIIJIHTITEJLfl, npo4unxurra c noBeqe or
rroJroBt4Hara or cpoKa 3a I'Brr,He,r're Ha c'orBe'r'rroro 3aA'Jlxelflre, B paMKl.rre Ha rpr,r Meceua
JIEIIEBHOTO - BI3JIOXITEJI rarr.ra rpzlBo Aa nperparr{ ,qoroBopa
eAHocrpaHHo c l5-4neruo upe4r,BBecrr.re.

(s) IETTEEHOTO 3ABEAEHIE Bb3JIOXI,ITE Jl wua npaBo .qa npeKparn
e,{EocrpulHHo r'r 6er npe4usnecrr're Eacrorlqlu Aororop n crryvafi Ha clrcreMno HeroqHo It3rrbJr,egrre
Ha 3aArrrxeHrrrra or tr3IIbJIHIITEJIfl u [peIrBeI{I:I IroBeqe oT Tpr{ pe(n:IMaur.rl,I B paMKrrTe Ha
tpu ueceqa or JrErIEEHoro 3ABEAEHI4E - Bb3JIoxIrrEJI no pe4a na'raaa XI.

(6) B uyuaft, qe ro orHoIrIeHrIe ua II3II6JIHIITEJLfl uacrrnxr o6cro.f,rercrsara ro rur.
54, u' 1, u vr. 55, aa. I or 3axona sa o6,lecrnenr.rre noprrr*r.r, JIETIEEHOTO 3ABEAEHI{E-
Bb3JIOIfl.ITEJI r,rua upaao Aa npeKpar, eA,ocrpaH,o Hacrorrq[, AoroBop, 6eg nracueno
npeArtBecrrie u 6ee Aa ,qurxr,r neycrofirrE.

X[I. OOPCMA)KOPIII OBCTOSTEJICTBA
rll' 13 (1) Crpanzre rlo Hacrorqrlf, AoroBop He .qrnxar: o6esulerexze 3a rro,eceHr,r Bpe*v fr

:ary6r, axo nocneAur,ITe ca npmrrHeur,I B pe3yJrrar Ha HerlpeoAon plwa cvrla.
(2) Aro crpa'ara' Korro e cneaBano Aa r*rrBJrHr,r cBoe 3aA6JrxeHr.re rro AoroBopa e 6wru t

sa6ar4 u rre Moxe Aa ce no3oBaBa Ha Herrpeo.qonaMa cltJra.

(3) "Henpeoaoruua cura" ,,o cMr.rcGJra Ha ro3rir AoroBop e Heflpe,uBr{ae, o trura
Henpe.qorBparl,IMo ct6r.rnre or r,r3BSIrpeAeH xaparoep, Bb3Hr,IKHanO CJreA cxnrorlBagero Ha.roroBopa.

(4) Crpanar4 3acerHara or Henpeo.qonr Ma cfrl4 e ,4rrbxHa ou nparrrp11r1r, 
"arr*,

AeitcTBus c rplrxara na 4o6rp cronaHl,rE, ra Ea Het;{anfr Ao MnHrIMyM ,o"a""rrra,r1rg4g. u zary6u,

Ka(ro r{ ,ua yBeaoMfi rrrrcMeHo Apyrara crpaHa R 7-aneseH cDoK oruu"rirl'*aro ,u .

3arm.reHo ocHoBaHI{e Ha
utr.36a, a-r.3 or 3Ofl



Eenpeononr,rMaTa cr,rJla. flpfi HeyBe,uoMrBaHe B fiocoqeHrfi B [peAxoAIIOTO I,BperIeHI,Ie cpo( ce

4AJrXn O6BqeTeHr{e 3a HacT6rrr,IJr[Te oT TOBa BpeAr'I. HelpeoAoJIIIMaTa C lA Ce ,UOKa3Ba OT

3acerrraTaTa cTpaHa clc ceprr,rouKaT 3a (bopcMzD(op, rBAaaeH no csoTBeTI[,| peA oT KoMreTeHTrII{,

opraH B AbpxaBar4 B KO,TO Ca EaCT6tIr{n[ (popcl'raxopnute o6cTo.mercTBa'

(5) loxaro Tpae He[peoaoJrr4uaTa cvma', r,r3rrsJrHeH[eTo Ha 3aA6:rXen[rra Il cBBp3aHI,ITe C

Trx HacpeIIIHI{ 3aAsJIXeHIry Ce ClEpa.

(6) He fipegcmsrrBa ..Helpeoao livMa c n{' c56rrr.re, flpr ,IHeHo IIO He6pexHocT I,Ina qpe3

)714r,rlrneqo AeficTBr,re Ha HrKoq oT cTpaEr.rTe lrrfi TexHu rrpe.qcTaBl{renIl lluns. cny)Ku'rel/-ll, KaKTO [t

I{3IIbJIHI{TEJIItr u JIETIEBHOTO 3ABEAEII}IE -

XIV. CIOPOBE
rl.rr.14. (1) BrsHr,rrEaJtr,IT€ [pe3 BpeMeTpaeHeTo Ha AOTOBOpa ClOpOBe i pa3Hornaclfi Mexay

cTp{urriTe ce peuraBaT rrpe3 IlpefoBopfi MexAy Trx. flocrurnarure AoroBopeHocT[ ce o(lopurr n

nucueua <lopua lr ce flpeBpsl1ar B Hepa3Aerua qacr or AoroBopa.

(2) B cny.rafi Ha He[ocT]rraHe Ha .qoroBopeHocT rlo [pep(o,4HI,L qJreH, BCI'IqKI'I C[OpOBe,

IIopoAeHIIoTTo3I,IAoroBopI,IJI,IoTHac,IquceAoHero'BKmoqI,ITeJIHocnopoBeTe,[opoAeHI,oTvnI,I

oTHacrull{ ce Ao HeroBoTo T6nKyBaHe, ne4eftcrauteluocT, He 3[EnHeH[e I,Inu [peKpaTsBaHe trIe

6r4ar patpeuraraHl,I clope,u 6urapcrure MaTeplIaJrH}r I{ [pouecyaJIHI,I 3aKOHII OT I(OMIeTeHTHI'L

ctA no pena na I[IK.

XV, CbOEIIIEHTIS

!I.rr. 15, (l) Bcuurlr cao6qeHrD MexEy crpaHl4Te, CB6p3aIIu C II3II!JIIIeHI'Iero Ha TO3Ir

,qoroBop ca Butgrli$lt, aKO Ca HaIIpaBeHH B [rrcMeHa t[opua u ca IIoAIII{CaH]I OT y[BnHOMOIIIeHI'ITe

rpe.qcraBr.rrenx Ha TBIIbJIHIITEJLfl ruu JIETIEEHOTO 3ABEAEHIIE - Bb3JIOXIITEJI'

(2) 3a 4ara na cto6u1enrero ce cMrra:

{ ,uarara Ha fipeAaBauero - rrpu p6qno npe,uaBaue Ha cro6u1enr'rero;

/ aarara Ha rloqexcKoro rnefiuo na o6parflara pa3[Ircxa - flpfi I'I3[pa[IaHe rlo

IIOIIIATA;

{ Aarara Ha rlplreMaHero - npu I'rsrrpau1alre rro (faxc uau e-maif i. ,

(3) 3a na:rugHu aApeclr 3a rlplteMaHe na cto6uenr'r'f, II 6anrosu cMerKE'":.':o. lbp3aHlr c

Heaocrr,rfa Ha rlapl,IrlHrr cpeAcrBa Ea

Bb3JIOXIITEJI.

HacTorrqrL AoroBop ce cMrTar:

3A II3IIbJTII}ITEJI,fl :

,,ME[EKC" OOA

3A JIEIIEEHOTO 3ABEAEHTIE. B

A4pec sa rop

3a:ru.reuo ocHoBaHI{e Ha

un.364a1.3 ot 3Ofl



c. CBeroBpaqeHe, o6l. Co([lre rp. Illyruen, yl. "Bacun Anpunos" Ng: 63

yn. ,,!lar4ap nofinoaa" Ne 48 Ter.: 054/ 800 832

"ret.02/4051900 @arc:054/800 313

@axc 02/4051901 e-mail: office@oncoce nter.corn;

Eanxona cuerra apteka@oncocentet.com

Eaxna: Eaura ,{CK

rBAN: BG73STSA930000 1221 95 1 s

BIC: STSABGSF

(4) IIpz nporu*ra Ha rrocoqeE[, no ar. 3 aApec I,lnu 6anxosa cMer(a csorBerHara crpaHa e

,qjrsxrra Aa yBeAoMI,I ApyraTa B Tp ,qHeBeIr cpoK oT fipoM.sHara.

xvl. APITIII yCJIOBI4'

tln. 16. (1) flparara Ir 3a,q6rxeul,Irra rto Hacroclq[, AoroBop He Morar aa ce flpexBapJrrr

eAuocrpauHo Ha rperrr nurla u rro.qo6nr a(ToBe He flopaxrar nparxo 4eficrrr,re 6eg nucuenoro

cturacue Ha Apyrara crpaua, ocBeu B cryqaure na o6egue.raBaHe (rapaHTlrpaHe) Ha 3aAGnxeHIl, rro

6amoru rpe4nru.

(2) 3a Heype,ueHLITe B6npocr{ B Hacrorlqu.f, aoroBop ce fiplrJlara 4efictnalqoto 6tlrapcxo

3aKOrroAaTeJrcTBo.

XVII. IIOATBIbJIH}ITEJI}I

(nptuoctct*uo caao a cryvaume, 6 Koumo us6panun sa u3ntnHumer yuacmHuk e nocouun' 9e

uqe nonsea nodusnbnHumenu, npu ctuttoqaaHe Ha pa koaomo cnopasyveuue)

U.n. 17. (1) IIOAII3IIbIHIITEJIIITE rpx6ra ga orroBaprr Ha cGorBerrrl.Ire KpLIrepIrLt 3a

nO46Op CtO6parIIO BI,IAa I{ AeJIa OT fiOprqKaTa, rOfiro IIIe IBIIBJIHTBaT, u 3a'Ifrx Aa He ca HaJII4IIe

ocHoBaHus 3a orcrparrjrBaHe or [poueaypara.

(2) JIEqEEHOTO 3ABEAEHI'IE - Bb3JIOXIITEJI I'I3rIcKBa 3aMrrla Ha

IIOAII3IIbJIHIITEJI, rofiro Ee orroBap, na yclorueta uo a1.1.

(3) Koraro qacrra or rlop6q(ara, Korro ce r3IrbJIHrBa or IIO,II3IIbJIHI{TEJI, Moxe Aa

6r.qe upeAaAena (aro oraeneH o6exr na II3IIf,JIHI{TEJIfl nnr.r na JIETIEEHOTO 3ABEAEHI{E

B63JIOXI,ITEJI, flocneAlrlt, 3anJrarqa Bt3Harpax,ueHrle 3a ra3tr . qacr Ha

iil
ili:,,irl :

(4) Pa:ularUalrurTa rro aJr, 3 Ce ocrrqectrrBaT 8,B3 ocHoBa Ha I4cKaHe,,'roTIIpaBeHo oT

Bb3JIO}t(I&ffI
, :ilrl1. I .

IIPC3lo ro JIETIEEHOTO

3alrqeno ocuoBarrue Ha

qn.36a, an.3 ot 3Oft



I,BIIJIIII,ITEJIfl, rofiro e AntxeH Aa ro npeAocraBu Ha BB3Jroxuten.f, r l5-AHeseH cpo( or

uonyqaBaEeTo My.

(5) Kru uc(auero uo an. 3 II3IIIJIHIITEJI.flT npe4ocrarr crar{oBlllqe, or Kosro ,ua e

Bri.qHo AaJru oclopBa rrnatrIaH]dgra Lfilu qacT oT T.f,x KaTo Hea6JlxrrMr{.

(6) IETIEEHOTO 3ABE.{EHI{E - B63JIOXIITEJI urua rpaBo Aa orxaKe rlrlalqaue ro

an. 3, xoraro rrcKauero 3a rrnaulaHe e ocnopeHo,,uo MoMer{Ta Ha orcrpaHrBalle Ha rtp] I[Hara 3a

or(a3a.

(7) Hesanucnuo or rrrorBBaHero na IIOIZ3IIS IlHVITEllVl orroBopHoc:rra 3a [r3rIGJrEeHre

Ha .qoroBopa e Ha II3IISJIHIITEJIfl .

XVIII. 3AKJIIOqII'I'EJIH}I PA3IIO PEAEI,I

rln. 18. (1) flpu crcranauero Ha Hacro.f,rq[, aoroBop ce [peacraBuxa cJreAH[Te AoKyMeHT[:

/ ,{oxyuenrr no.rr. 112 or 3OfI;
./ .{ernapaqu.r no.m. 55, ar. 6 or 3JIIIXM (roraro e npuroxnrr,ro);

/ fapanqu.r ea r,renrJrgenr4e;

'/ Texuuvecxo u I{eHoBo [pe,qnoxeHrre, Hepa3AeJrHa rracr or AoroBopa;

,/ lernapaUun no 3MI,I[.

(2) Hacrorugrr AoroBop ce ctcraBlr r 4na e4noo6paru[ er3eMrrJrrpa ua 6urapcxz esr.rr -
earn sa II3IISJIHIITEJIfl u e,qux sa JIEHEEHOTO 3ABEAEHIE -

i )i.:1''i 
alSr,;.. 

.

JIETIEEHO

/a-p Cnr.rneu Apnayf,

/ Yuparr.rren'l

Crr.nacynaxo c: \)
fr. CqeronoAr

Prrosoar.rrer g

3arrreHo ocrroBaHr{e Ha
.rr.36a, an.3 or 3OfI

.il.36a, an'3or

N
Ilerornr.n: ..........:

Ercnepr o6qectsegB

[s n,^0.

30I



TEXHITT'lECKO lr qEHOBO npEA/tO)I(EH14E

o6.
n(,3

xql,r

n

N9

TepaneBT

MexAyHap
oAHO

HENATEHTH

o
HAXMEHOB

Mnpx
a

lme,
rabl,,

EA qeHa 3a

e4r x r,r qa

rranpxa 6er

EA qeHa 3a C:oinocr
HA

AOroBopa

xt{eH KoA Heo6io4 i(,la eAxHxLla

Mf,pKa clArc-
ROAI

Haqrx xa 3a6en un 6poir clrp
n TE ml .T{BIE IT,l aHe YqafiHr,rql,l 6e:

LO2BBO4

Enzalutamid

e nepopanHa 2150400 L ',M EKC'O 1,L40537 1,36864s 2452610,8
120

M05BX04 Denosumab na HTE HA mg 264000 7 EKC" 3,947762 4 737315 1042209,2
NO2AAOl Morphine ne :EI 300000 1 EKC" OOA 0,005935 0,007L22

NO2AAOS

Dihydrocode

ine ne TBrpAa 450000 1 "MEAEKC" 0 0,007208 2703,!s

NO2AEOl

Buprenorphi
ne aHcAepManHa 231_000 1

,MEAEKC' 0 120198 o,744237 27765 738

madol,
37 .5

mg/32

5mgNO2AX52 Paracetamol ne HA TB} tabl 500 1 KC" 0,130000 0,156000 78

frA 3% e ne.

6er .Q.(C

2 73578,32

2 31266,28
2 53,42

2 81,09

z 832,97

7 2,34

1527t47,32 LO58L4,42

3aarqeHo'
w.364 an.3 or 3OfI

HA


