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,IJ;OrOBOP 
.N!! 3/27.03.2018 r. 

3a B'b3JiaraHe Ha o6mecTBeHa nopoqKa c npe,n;MeT: 
",IJ;ocTaBKa ua JJeKapcTBeuu npotzyKTH Ja uy~nTe ua "Cneu;uaJJH3Hpaua 6oJJuuu;a 1a aKTHBHO 
JJeqeuue ua ouKoJJoruquu Ja6oJJHBauuu- CocJ»uu o6JJacT" EOO,IJ; no 31 o6oco6euu noJuu;uu" 

06oco6eua no3HIJ;HH .N!! 9 Ipilimumab 5mglml- 10 mi. u .M! 10 Ipilimumab 5mglml- 40 mi. 

,[(Hec, 27.03.2018 r., B rp. Co$IHI, Me)l()l;y: 

,CIIEU:HAJIH3HPAHA liOJIHHU:A 3A AKTHBHO JIEqEHHE HA OHKOJIOrHqHH 
3AiiOJUIBAHIUI-CO<I>IUI OliJIACT" EOO,IJ; /"CiiAJI03 - CocJ»uu o6JJacT" EOO,IJ;/, coc ce,ZJ;anHme 
H a,D;pec Ha yrrpasneHHe: rp. Co$H51, o6mHHa "Cep,D;HKa", 6yn. "CToJieTos" N2 67, EHK 000770246, 
npe,D;cTaBJI51BaHo OT )1;-p ,IJ;uaua Hop)J;auosa He)J;HJJKOBa - Y npasnTeJJ, H JlnJJHH Jlro6euosa ,ll;nKosa -
r JJ. cqeTOBO)J;HTeJJ, HapHqaHO 3a KpaTKOCT B'h3JI O~HTEJI, OT e,ZJ;Ha CTpaHa, 

H 

"EH EH,IJ; ,IJ;H <I>APMA li'hJir APIUI" EA,IJ;, coc ce,ZJ;anHme H a,D;pec Ha ynpasneHHe: rp. Co$H51, 
6yn. Po)l(eH N2 24 H a.n;pec 3a KopecnoH,n;eHQH.SI: rp. Co$H.SI, KB. "CTy,ZJ;eHTCKH rpa,D;", yn. "llpo$. 
ArreKcaH,D;np <l>on" N2 2, ax. E, eT. 7, EHK: 131107072, npe,D;cTaBJI51BaHo OT )1;-p AJJeKcaH)J;'Lp 
AJJeKcau)J;pos Mapuuos- Hln'LJJHHTeJJeu )J;HpeKTop, HapHqaHo 3a KpaTKOCT H3II'hJIHHTEJI, oT .n;pyra 
CTpaHa, 

(Bo3nO)I{HTE.JlHT H H3TI'hnHHTE.JlHT HapHqaHH 3ae,ZJ;Ho ,CTpaunTe", a sceKH oT T5IX nooT,ZJ;enHo 
CTpaua")· 

" ' 

Ha OCHOBaHHe qJI, 112, aJI. 1 OT 3aKOHa 3a o6mecTBeHHTe nopoqKJi (3Qll) H B'b3 OCHOBa Ha PerneHHe N2 OT 
137/07.03.2018 r. Ha YnpaBHTeJI5I Ha ,CTIE[(HAJIH3HPAHA EOnHH[(A 3A AKTHBHO nEqEHHE HA 
OHKOnorHqHH 3AEOAABAHIUI - CO<l>IUI OEnACT" EOO,[( 3a onpe,ZJ;eJI51He Ha H3IToJIHHTen, cne,ZJ; 
npose,ZJ;eHa OTKpHTa rrpo:u;e,ZJ;ypa no 30TI 3a B'b3JiaraHe Ha o6mecTBeHa nopnqKa c npe,ZJ;MeT ",IJ;ocTaBKa ua 
JJeKapcTseuu npotzyKTH 1a uy~nTe ua "Cneu;naJJn3npaua 6oJJuuu;a 1a aKTHBHO JJeqeuue ua 
ouKoJJoruquu 3a6oJJHBauuu- CocJ»uu o6JJacT" EOO,IJ; no 31 o6oco6euu nolnu;uu", OTKpHTa c PerneHHe 
N2 356 OT 14.11.2017 r., 

ce cKJiroqH T03H ,ZJ;orosop (,,IJ;orosopa/,IJ;orosop'LT") 3a B'b3JiaraHe Ha o6mecTBeHa rropnqKa c npe,ZJ;MeT 
",[(ocTaBKa Ha neKapcTBeHH npO,ll;)'KTH 3a HY)I()l;HTe Ha "Cne:u;HaJIH3HpaHa 6onHH:Qa 3a aKTHBHO neqeHHe Ha 
OHKonorHqHH 3a6oJI51BaHH5I - Co$H5I o6nacT" EOO,[( no o6oco6eHH no3H:QHH" rrpH cne,ZJ;HHTe ycnoBH51: 

I. IIPE,IJ;MET HA ,IJ;OrOBOPA 

qJJeu 1 
(1) B'h3JIO~HTEJUIT B'b3Jiara, a H3II'hJIHHTEJUIT rrpHeMa ,ZJ;a H3Bnprnsa nepHO,ZJ;HqHH 

,ZJ;OCTaBKH no 3a5IBKa Ha pa3perneHH 3a YIIOTpe6a JieKapCTBeHH ITpO,ll;)'KTH, HapHqaHJi 3a KpaTKOCT 
"JJeKapCTBa", "JJeKapCTBeHH npO)J;YKTH", "npo)J;yKTH" HJIH "CTOKH" H OnHCaHH C'brJiaCHO 
TexHHqecKaTa cne:u;H$HKa:QH51 - llpHJIO)I(eHHe N2 1, KaKTO H B TexHHqecKoTo H [(eHoBo npe,D;JIO)I(eHHe Ha 
113II'bJIHHTeJI51 (llpHJIO)I(eHH51 N2 N2 2 H 3), nepa3,ZJ;eJIHa qacT OT ,l(orosopa, H B coo CTBHe c 
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~f3MCKKlHH51Ta Ha HaCT051JnH51 ,ZJ;orOBOp. 

(2) IJOCOl.JeHMTe B cneQM<j:>HKaQH51Ta KOJIMl.JeCTBa ca nporH03HM H He 06Bbp3BaT 3a,UbJI)I(HTeJIHO 

Bb3JIQ)KHTEJI..H. BM,nbT H KOJIMl.JeCTBOTO Ha KOHKpeTHHTe ,nOCTaBKM, npe,nMeT Ha HaCT051JnM51 

,UOrOBOp, ce onpe,neJI51T e,nHOCTpaHHO OT Bb3JIQ)KHTEJI.SI, B 3aBHCHMOCT OT nOTpe6HOCTMTe My, C'bC 

nMCMeHa 3a51BKa H3npaTeHa no <j:>aKC MJIH en. noma, CbrJiaCHO yKa3aHOTO B HaCT051I.l(H51 ,norOBOp. 

(3) I1pe.uno)l(eHHeToi51Ta 3a M3nbJIHeHHe Ha nopbl.JKaTa- IlpHJIO)I(eHMe N2 2, ca Hepa3,nenHa qacT 

OT HaCT051I.l(H51 ,norOBOp, KaTO YCJIOBH51Ta MM ce Cl.JHTaT no npaBO YCJIOBM51 Ha HaCT051JnM51 ,norOBOp, 

,l(OKOJIKOTO ,npyro He e yrOBOpeHO. 

( 4) C QeJI yneCHeHMe Ha CTpaHMTe npH a,nMMHMCTpHpaHe Ha ,UOrOBOpa, CTpaHHTe ce CbrJiaC51BaT 

H npHeMaT KaTo npHJIO)I(eHHe N2 4 K'bM ,noronopa 06o6rn;eHa nonbJIHeHa cneQM<j:>HKaQM51 3a BCMl.JKH 

n03MQHM, npe,nMeT Ha HaCT051JnM51 ,norOBOp. 

II. :U:EHH H YCJIOBH.H HA IIJIAW:AHE 

qJieu 2 :U:euu 
(1) 06maTa nporH03Ha CTOHHOCT Ha .UOCTaBKMTe, npe,nMeT Ha ,noroBopa, e B pa3Mep Ha 2 246 

000.00 (,li;Ba MHJIHoua ,li;BecTa 'lfeTHpH,ll;eceT u meeT XHJIB,li;H u 0 cT.) JieBa 6e1 MC HJIH 2 695 200.00 
(,li;Ba MHJiuoua mecTCTOTHH )l;eBeT)l;eceT u neT XHJIB,li;H u ,li;BecTa Jiesa u 0 cT.) JieBa c BKJI. MC M 

npe,ncTaBJI51Ba qacTTa OT o<):>epTaTa Ha H3IIbJIHHTEJUI, C K051TO e M36paH KaTO TaK'bB B npone,neHaTa 

OTKpHTa npoQe,nypa, no nocol.JeHMTe o6oco6eHH no3MQHH B npHJIO)I(eHMe N2 4 K'bM ,noronopa "06o6meHa 

nonbJIHeHa cneQM<j:>MKaQM51
11 

M 3a nOCOl.JeHHTe B CbJ.nOTO npHJIO)I(eHHe CYMM. 

(2) U:eHHTe no HacT051JnM51 .noronop ca onpe,neneHM B pe3ynTaT Ha npone,neHa OTKpHTa npoQe,nypa 3a 

Bb3JiaraHe Ha o6mecTBeHa nopbl.JKa, M ca cJ»uKCHpauu B o<J:>epTaTa Ha H31IbJIHHTEJUI, K051TO C'bJ.nM51T e 

npe.ucTaBMJI B npoQe,nypaTa. 

(3) QeHMTe Ha JieKapCTBeHMTe npO.UYKTM, OTpa3eHM B QeHOBOTOfHTe npe,nJIO)I(eHHe/51, Hepa3,neJIHa 

l.JaCT OT HaCT051JnH51 ,norOBOp, Ca KpaiiHH ,UOCTaBHM QeHM ,no M51CTOTO 3a ,l(OCTaBKa CbrJiaCHO ,norOBOpa M 

ocTaBaT HenpoMeHeHM 3a QeJIM51 cpoK Ha ,noronopa, ocneH B CJIYl.Jali Ha npoM51Ha Ha ,noronopa C'hrnacHo 

pa3nope,n6MTe Ha 3aKoHa 3a o6mecTBeHHTe nopbl.IKM M npaBMJIHMKa 3a npHnaraHeTo My. 

(4) Pa3XO,UMTe 3a TpaHCnOpT M BCHl.JKM ,npyrM pa3XO,l(M, CB'bp3aHM C M3n'bJIHeHMeTO Ha nopbl.JKaTa, ca 

3a cMeTKa Ha H3II'hJIHHTEJUI. 
(5) B cnYl.JaH: qe npe3 npeMeTo Ha .ueiicTBMe Ha ,noronopa cToifHocrra no l.JJI. 50 oT Hape,n6aTa 3a 

ycnoBM51Ta, npaBMJiaTa H KpHTepHHTe 3a BKJTIOl.JBaHe, npoMeHH HIHnM M3KJIIOl.JBaHe Ha neKapcTBeHM 

npO.UYKTM OT I103HTHBHM51 JieKapCTBeH CnMC'bK M YCJIOBH51Ta M pe,na 3a pa6oTa Ha HaQMOHaJieH CbBeT no 

QeHM M peHM6ypcHpaHe KbM M3 CTaHe nO-HMCKa OT ,norOBOpeHaTa, Bb3JIO)I(MTeJ15IT 6e3yCJIOBHO 3aiTJiaJ.na 

JieKapCTBeHMTe npo,nyKTH Ha nO-HMCKaTa QeHa, OT ,naTaTa Ha BJIH3aHe B CMJia Ha KOHKpeKTHOTO perneHMe Ha 

HaQMOHaJieH CbBeT no QeHH H peHM6ypcHpaHe. 

( 6) 3a npOM51Ha Ha ,norOBOpHpaHMTe QeHM, OnMCaHa B npe,nxO,nHMTe aJIHHeM Ce no,nnMCBa 

.nonnJIHMTeJIHO cnopa3YMeHMe Me)l(,l(y cTpaHHTe. 

q.11eu 3 Haquu ua n.11a:maue 

(1) Bb3JIO)I(MTeJI51T 3annama M3BbprneHHTe ,nocTaBKM, KaTo 3annamaHeTo ce M3Bbprnna Ha 6a3a Ha 

.UOKYMeHT, y,nOCTOBep51Bai.n npHeMaHeTO Ha CTOKaTa (npOTOKOJI 3a ,l(OCTaBKa, ThprOBCKH .UOKYMeHT HJIM 

,npyr CbOTHOCMM ,noKYMeHT ) , no)JJIMcaH OT onpanoMomeHM npe,ncTaBMTeJIM Ha CTpaHHTe 6e3 3a6eJie)I(KM 3a 

,l(OCTaBeHOTO KOJIMl.JeCTBO JieKapCTBa H H3,na,neHa OT M3nbJIHMTeJI51 <j:>aKTypa CbrJiaCHO 3,ZJ;,ZJ;C M I1IJ3,ZJ;C 

B OpHrMHaJI C nOCOl.JeHM HOMep, ,UaTa M npe,nMeT Ha ,norOBOpa M C'b,D;bp)l(aJ.na ,naHHM 3a ,l(OCTaBKaTa, KaKTO 

M BCMl.JKM He06XO,l(MMM 3aKOHOBM peKBH3MTH. 

(2) 3anJiaJ.naHeTO ce H3BbpiiiBa B 6'bJirapCKH JieBa no 6aHKOB n'hT B CpOK OT 60 ,li;HH (meCT,ZJ;eCeT 
,ZJ;HH) OT ,naTaTa Ha no,nnMCBaHe Ha ,l(OKYMeHT, y,nOCTOBep51BaJ.n npHeMaHeTO Ha CTOKaTa (npOTOKOJI 3a 

,l(OCTaBKa, ThprOBCKH ,l(OKYMeHT MJIM ,npyr CbOTHOCMM ,noKyMeHT) H OT M3,naBaHe Ha <j:>aKTypaTa. 

(3) I1namaHH51Ta no HaCT051JnH51 .uoronop ce M3BnprnnaT B 6nnrapcKH nena, c nnaTe)I(HO 

Hape)l(,l(aHe no CJie,nHaTa 6aHKOBa CMeTKa, nOCOl.JeHa OT J13nbJIHMTeJ151:: 

1 06cny)I(Bama 6aHKa: HHr JiAHK H.B 
fpa,n/KnoH/ o<j:>Mc: Co<j:>M51 
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BIC Ko,n: INGBBGSF 
IBAN: BG38INGB91451 002498912 

(4) 3a ,n;aTa Ha nJiaiT(aHeTO Ce CqHTa ,[(aTaTa Ha 3aBep5IBaHe Ha 6aHKOBaTa CMeTKa Ha l13n'hJIHHTeJI5I 

C'hC C'hOTBeTHaTa )l;'bJI)I(HMa cyMa. 

III. CPOKOBE H M51CTO HA H3IIbJIHEHHE HA IIOPbqKATA 

qJieu 4 
(1) HaCT05IIT(H5IT ,[(OfOBOp BJIH3a B CHJia OT no,[(nHCBaHe Ha ,[(OfOBOpa OT CTpaHHTe no Hero HJIH 

H3THqaHe/npeKpaT5IBaHe Ha npe,[(XO,[(HO CKJIIOqeH ,n;eifCTBaiT( ,[(OfOBOp C'bC C'hiT(H51 npe,nMeT, KOeTO OT 

C'h6HTH5!Ta HaCThnH nO-K'bCHO H e C'bC CpOK Ha ,[(eHCTBHe ,[(0 12 (,!J;BaHa,ll;eCeT) Meceu;a HJIH ,!J;O 
H31:fepnBaHe Ha CTOHHOCTTa (no-paHHOTO C'b6HTHe ). 

qJieu 5 
(1) CpoK'hT 3a ,nocTaBKa Ha 3a5IBeHHTe KOJIHqecTBa npH peryn5IpHH 3a5IBKH e ,ll;O 24 (,iJ;Ba,ll;eceT u 

l:feTnpu) qaca cne.n nonyqaBaHe Ha nHcMeHa 3a5IBKa, H3npaTeHa no <l>aKc HJIH no en. noiT(a. llpH 

)l(eJiaHHe OT CTpaHa Ha B'h3JIO)I(HTeJI51 peryJI5IpHHTe ,[(OCTaBKH MO)I(e ,[(a ca no yroBopeH rpa<l>HK. 

(2) llpH cnemuu cJiyqau H3IIbJIHHTEJUIT .nocTaB5I 3a51BeHHTe KOJIHqecTBa npo.nyKTH B 

cpoK ,ll;O 2 (,!J;Ba) qaca cne.n nHcMeHa 3a5IBKa, oTnpaBeHa no <l>aKc HJIH no en. noiT(a, a npH 

He06XO,[(HMOCT - H no TeJie<l>oH. 

(3) ,[(ocTaBKHTe ,[(0 onpe,neJieHOTO OT B'b3JI0)1(HTeJI51 <l>paHKO M5ICTO 3a ,[(OCTaBKa, ce H3BnpmaT B 

pa6oTHH ,[(HH, oT 08.00 .no 16.00 qaca. B cnyqaif qe cpoK'bT H3THqa B Hepa6oTeH ,neH, .nocTaBKaTa 

CJie,[(Ba ,[(a ce H3n'hJIHH HaH-K'hCHO B nopBH5I pa6oTeH ,[(eH, CJie,[(BaiT( ,[(eH51, B KOHTO H3THqaT CpOKOBeTe. 

llpH H3pHqHO yKa3aHHe OT CTpaHa Ha B'h3JIO)I(HTeJI51 npH cnemHH 3a5IBKH 3a5IBeHHTe KOJIHqecTBa ce 

,[(OCTaB5IT H3B'hH yKa3aHH51 B Ta3H aJIHHe5I qaCOBH ,[(Hana30H. 

IV. M51CTO H YCJIOBIDI HA L(OCTABKA. IIPHEMAHE HA 3MIBEHOTO 
KOJIHqECTBO. 

qJieu 6 
3a M5ICTO Ha .nocTaBKa no .noroBopa ce npHeMa 6oJIHHqHaTa arrTeKa Ha ,CEAJI03 - CO<l>1151 

OEJIACT" EOO,[(, rpa.n Co<l>H5I, Hax0,[(5IIT(a ce Ha a,npec rp. Co<l>H51, 1233, 6yn." CToJieToB"NQ 67, 
EoJIHHqHa anTeKa 

qJieu 7 
BH,[('hT H KOJIHqeCTBOTO Ha KOHKpeTHHTe He06XO,ll;HMH JieKapCTBeHH npO,[(yKTH Ce onpe,[(eJI5IT OT 

Bb3JIO:IKHTEJUI, B 3aBHCHMOCT OT noTpe6HOCTHTe My, qpe3 H3rOTBeHa oT PnKOBO,[(HTeJI EoJIHHqHa 

anTeKa HJIH ,npyro, onpaBOMOIT(eHO OT B'b3JIO)I(HTeJI51 JIHI(e, nHCMeHa 3a5IBKa, OTnpaBeHa no <PaKC HJIH no 

en. noiT(a. B 3a5IBKaTa ce C'b,[('bp)l(a H YKa3aHHe .naJIH C'hiT(aTa e peryn5IpHa HJIH cnemHa. 

qJieu 8 
(1) H3IIbJIHHTEJUIT .nocTaB51 H npe.naBa 3MBeHHTe KOJIHqecTBa npo.nYKTH Ha 

Bb3JIO:IKHTEJUI B YKa3aHoTo B qn. 6 M51CTO. 

(2) 3a npHeMaHeTO H npe,naBaHeTO Ha npOJJ:YKTHTe Ha M5ICTOTO 3a ,[(OCTaBKa Ce C'hCTaB5I ,[(BYCTpaHeH 

npHeMo-npe,[(aBaTeJieH npOTOKOJI, B KOHTO ce Orpa351Ba ,[(eHCTBHTeJIHO ,[(OCTaBeHHTe no BH,[( 

(HaHMeHOBaHHe) H KOJIHqecTBO npO,[(YKTH, CpOK'bT Ha fO,[(HOCT Ha BCeKH OT npOJJ:YKTHTe, KaKTO H 

OCTaThqH:If51 HM CpOK Ha fO,[(HOCT. B npOTOKOJia Ce OTpa35IBaT H eBeHTYaJIHHTe Bn3pa)l(eHH51 3a JIHnCH HJIH 

.npyrH BH,[(HMH He,[(OCTaT'bi(H, BKJIIO~TeJIHO no OTHOilleHHe Ha onaKOBKaTa HJIH ycTaHOBeHa 3a6aBa B 

,[(OCTaBKaTa HJIH JIHnCaTa Ha He06XO,[(HM npH,[(py)l(aBaiT( npo,nyKTa ,[(OKYMeHT. 
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(3) Co6cTBeHocrra Bopxy npo,n:yKTHTe ce npexBopn~ Bopxy B'h3JIO:IKHTEJUI B MOMeHTa Ha 

<J;>aKTHqecKOTO npe,.a;aBaHe Ha M~CTOTO Ha H3n'hnHeHHe, OTpa3eHO B npOTOKOna no npe,.a;XO,z:J;HaTa anHHe~. 

qJieu 9 
(1) ,[(ocTaBeHHTe neKapCTBeHH npo,.a;yKTH cne,.a;Ba ,.a;a OTrOBap~T Ha ,.a;eHCTBaiD;HTe HOpMaTHBHH 

H3HCKBaHH~ 3a KaqecTBO H eBponeHCKH H Me)l(,.a;yHapo,.a;HHTe CTaH,.a;apTH, C'hC C'hOTBeTHaTa MapKHpOBKa 

3a ,naTa Ha npOH3BO,ll;CTBO, rO,ll;HOCT H napTH,ll;HH HOMepa, KaKTO H ,.a;a OTrOBap~T Ha TeXHHqecKHTe 

CTaH,UapTH Ha npOH3BO,UHTeAA, HOpMaTHBHHTe H3HCKBaHH~Ta, npaBHnaTa Ha ,[(o6paTa npOH3BO,ll;CTBeHa H 

,.a;HcTpH6YTopcKa npaKTHKa H ,.a;eKnapHpaHoTo B TeXHHqecKoToiTe npe,.a;no)l(eHHe/~ Ha H3II'h.JIHHTEJUI. 
(2) fleKapCTBeHHTe npo,.a;yKTH Tp~6Ba ,.a;a ca CbC CbOTBeTHaTa MapKHpOBKa 3a ,naTa Ha 

npOH3BO,ll;CTBO, H ,.a;a Ca C OCTaTbqeH CpOK Ha rO,ll;HOCT K'hM MOMeHTa Ha ,ll;OCTaBKaTa He no-ManbK OT 60 
% (meCT,ll;eCeT Ha CTO) OT 06~BeHH~ OT npOH3BO,ll;HTen~ CpOK Ha rO,ll;HOCT, yKa3aH BbpXy OnaKOBKaTa, a 

3a cneQH<J;>HqHHTe 6HOnOrHqHH neKapCTBeHH npo,.a;yKTH - He no-Man'hK OT 25 (,.a;Ba,.a;eceT H neT) Ha CTO 

OT o6~BeHH~ OT npOH3BO,ll;HTen~ K'bM ,UaTaTa Ha BC~Ka ,ll;OCTaBKa. 

(3) llpo,.a;yKTHTe cne,.a;Ba ,.a;a Ca onaKOBaHH no HaqHH, KOHTO rH 3ana3Ba OT BC~KaKBH noBpe,.a;H, 

,ll;'bn)l(aiD;H Ce Ha aTMoc<J?epHHTe ycnOBH~ H TPaHCnOpT, KaTO ce ,ll;bp)I(H CMeTKa 3a BpeMeTpaeHeTO Ha 

TpaHCnOpTa. 

( 4) MapKHpOBKaTa Tp~6Ba ,.a;a e nOCTaBeHa Bbpxy BCeKH KaillOH, C'bOTBeTHO onaKOBKa. 

(5) H3II'h.JIHHTEJUIT HOCH OTrOBOpHOCT 3a Bpe,UH, npOH3TeKnH OT HenpaBHnHa HnH 

He,UOCTaT'hqHa onaKOBKa HnH HenpaBHnHa HnH He,ll;OCTaTbqHa MapKHpOBKa. 

(6) fleKapCTBeHHTe npO,ll;YKTH, nOKa3anH OTKnOHeHH~ OT CTaH,.a;apTHTe H ,.a;e<J;>eKTH no BpeMe Ha 

npHnO)I(eHHeTO HM B paMKHTe Ha cpoKa Ha ro,.a;HOCT, ce no,.a;MeH~T OT H3II'hJIHHTEJUI C pe,ll;OBHH 

TaKHBa, KaTO 3a QenTa ce H3rOTB~ ,UBYCTpaHeH npOTOKOn. 

(7) llpH HeB'b3MO)I(HOCT 3a ,ll;OCTaB~He Ha 3MBeHHTe npO,UYKTH C'hrnaCHO 3MBeHOTO no BH,ll;, 

KOnHqeCTBO, ,ll;OrOBOpeHa QeHa HnH ,.a;pyra xapaKTepHCTHKa Ha neKapCTBeHHTe npO,ll;YKTH, 

H3II'h.JIHHTEJUIT e ,.a;n'b)l(eH ,.a;a yBe,ll;OMH IIHCMeHO (nHCMeHaTa <J?opMa ce cqHTa 3a cna3eHa H npH 

yBe,ll;OM~BaHe qpe3 en. norn;a, <J;>aKc) B'h3JI0JKHTEJUI B cpoK He no-K'hCHO OT 2 (,.a;Ba) qaca cne,.a; 

nonyqaBaHe Ha 3MBKaTa. 

(8) B cnyqa:H: qe He ,UOCTaBH 3MBeHHTe CTOKH B cpoK ,no 24 qaca cne,.a; ,UoroBopeHH~ cpoK npH 

cnemHH 3MBKH HnH ,no 72 qaca cne,U ,UoroBopeHH~ cpoK npH peryAApHH 3MBKH cne,.a; yroBopeHH~ cpoK 

HIHnH He yBe,.a;oMH B YKa3aHH~ cpoK B'h3nO)I(HTeAA 3a HeB'h3MO)I(Hocrra 3a H3BopmBaHe Ha ,.a;ocTaBKaTa, TOBa 

ce cqHTa 3a M'bnqanHB oTKa3 H H31I'hJIHHTEJUIT ,.a;'hn)I(H HeycToiiKa no qn. 15, an. 5. MonqanHBH~T 
OTKa3 ce o6eKTHBHpa B npOTOKOn Ha B'b3nO)I(HTeAA. 

(9) 3a KOnHqeCTBa, ,ll;OCTaBeHH H3B'bH 06XBaTa Ha C'bOTBeTHaTa, OTnpaBeHa OT B'b3nO)I(HTeAA 3MBKa, 

HnH HeC'bOTBeTCTBaiD;H Ha npHnO)I(eHH~Ta K'bM HaCTO~ID;H~ ,ll;OrOBOp, B'h3JIQ)KHTEJUIT H~Ma 

3a,ll;'bn)l(eHHe 3a nnarn;aHe. 

(1 0) H3II'h.JIHHTEJUIT He HOCH OTrOBOpHOCT 3a ,.a;e<J;>eKTH, B'b3HHKHanH B pe3ynTaT Ha 

HenpaBHnHH MaHHnynaQHH H C'bXpaHeHHe OT CTpaHa Ha B'h3JIQ)KHTEJUI. 

qJieu 10. 
Co6CTBeHOCTTa H pHCKa OT cnyqaHHO nOBpe)l(,ll;aHe HnH norHBaHe Ha llpo,.a;yKTHTe, npe,.a;MeT Ha 

,.a;ocTaBKa npeMHHaBaT oT H3II'h.JIHHTEJUI Bopxy B'h3JIOJKHTEJUI OT ,.a;aTaTa Ha npHeMaHeTo HM, 

BnHCaHa B ,ll;OKYMeHTa, y,.a;OCTOBep~BaiD; npHeMaHeTO Ha CTOKaTa (npOTOKOn 3a ,UOCTaBKa, ThprOBCKH 

,ll;OKYMeHT HnH ,.a;pyr C'bOTHOCHM ,ll;OKYMeHT). 

V. liP ABA H 3A)J;'h:IKEHIDI HA CTPAHHTE 

qJieu 11 Ilpasa u 3a~'hJI~euuH ua H3II'hJIHHTEJUI 
(1) H3II'hJIHHTEJUIT HMa npaBo ,.a;a nonyqH neHaTa Ha npo,.a;yKTHTe B pa3Mep, no HaqHH H B 

OKOBeTe, onpe,.a;eneHH B HaCTO~ID;H~ ,ll;OrOBOp 

(2) H3II'h.JIHHTEJUIT ce 3a,.a;'hn)l(aBa: 
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l. LJ;a H3n'bJIH5.1Ba nonyqeHaTa 3ruiBKa B CpOKOBeTe, C'bOTBeTHO no qJI. 5, aJI. 2 H aJI. 3, C'bC C06CTBeH 

cneUHaJIH3HpaH TpaHCnOpT H 3a CB05! CMeTKa. 

2. ,n:a onaKOBa JieKapCTBeHHTe npo,n:yKTH no HaqHH, roLJ;eH 3a T51XHOTO rpaHCnOpTHpaHe )];0 CKJia,n:a 

Ha B'h3.JIO)KHTE.Jlll, 6e3 pHcKoBe 3a yBpe)l(,n:aHeTo HM. 

3. ,n:a OCHryp5!Ba pa3TOBapBaHeTO Ha JieKapCTBeHHTe npO.D:YKTH .IJ:O onpe,n:eJieHOTO OT B'b3JIO)I(HTeJI5I 

noMemeHHe, npe,n:cTaBJI5IBamo <)_JpaHKO M5ICTOTO Ha .IJ:OCTaBKa; 

4. ,n:a npe,n:aBa C .IJ:OCTaBKaTa He06XO)J;HMaTa HH<)_JopMaUH5! H npH,n:py)l(aBamH JieKapCTBeHHTe 

npO.IJ:YKTH .IJ:OKYMeHTH, KOraTO e He06XOLJ;HMO. 

5. .n:a cna3Ba HOMeHKJiaTypaTa H ueHHTe C'brJiaCHO TexHHqecKOTO H l(eHOBO npe,n:JIO)I(eHH5!, 

Hepro,n:eJIHa qaCT OT LJ;OrOBOpa, H ,n:a HH<)_JOpMHpa He3a6aBHO B'h3.JIQ)KHTE.Jlll npH HacTDnBaHe Ha 

H3MeHeHH5! no npHqHHH, He3aBHcemH OT H3II'h.JIHHTEJUI. 
6. npH o,n:o6peHa peKJiaMaUH5! Ha .IJ:OCTaBeHHTe JieKapCTBeHH npOLJ;YKTH, ,n:a B'b3CTaHOB5!Ba 

C'bOTBeTHHTe KOJIHqecTBaTa Ha B'h3.JIQJKHTEJUI B npe,n:BapHTeJIHO yroBopeH Me)I(.IJ:y ,n:BeTe CTpaHH CpOK. 

7. ,n:a npe,n:aBa npo,n:yKTHTe B C'bCT05IHHe, rO,n:HH 3a yrroTpe6a H C OCTaT'bqeH CpOK Ha rO,n:HOCT He no­

MaJIKO OT 60 /meCT,n:eceT/ Ha CTO OT 065!BeHH5! OT npOH3BO.IJ:HTeJI5I K'bM ,n:aTaTa Ha .IJ:OCTaBKa Ha BC5!Ka 

n03HUH5! OT 3ruiBKaTa, a 3a cneuH<)_JHqHHTe 6HOJIOrHqHH JieKapCTBeHH npOLJ;YKTH - He nO-MaJI'bK OT 25 

(,n:Ba,n:eceT H neT) Ha CTO OT 065!BeHH5! OT npOH3BO.IJ:HTeJI5I K'bM ,n:aTaTa Ha BC5!Ka .IJ:OCTaBKa. 

8. ,n:a .IJ:OCTaB5! JieKapCTBeHHTe npO.IJ:YKTH, npe,n:MeT Ha HaCT05lmH5! ,n:OrOBOp, C KaqeCTBO, KOeTO 

OTrOBap5! Ha TeXHHqecKHTe H3HCKBaHH5! Ha npOH3BO)J;HTeJI5I, KOeTO Ce y,n:OCTOBep5!Ba C'bC cepTH<)_JHKaT 3a 

KaqeCTBO, H3,n:a,n:eH OT KOMneTeHTeH OpraH B crpaHaTa Ha npOH3BO.IJ:HTeJI5I. 

9. ,n:a .IJ:OCTaBH CTOKaTa, OTrOBap5Ima Ha H3HCKBaHH5!Ta 3a KaqecTBO H ConpOBO.IJ:eHa C pa3pemeHHe 3a 

npoLJ;a)l(6a Ha napTH)J;aTa, KOeTO Y.IJ:OCTOBep5!Ba TOBa KaqeCTBO. 

10. H3II'hJIHHTEJUIT e .IJ:JI'b)l(eH LJ;a yrroJIHOMomH cBoii npe,n:cTaBHTen, KOHTO .n:a no,n:nHcBa 

npHeMaTeJIHO - npe,n:aBaTeJIHHTe npoTOKOJIH, KOHTO yLJ;ocToBep5!BaT npe,n:aBaHeTo Ha C'bOTBeTHHTe 

KOJIJiqeCTBa JieKapCTBeHH npO.IJ:YKTH. 

11. H3II'hJIHHTEJUIT e .IJ:JI'b)l(eH ,n:a HanpaBH CBOeBpeMeHeH nHCMeH OTKa3 B cpOKOBeTe no 

,n:OrOBOpa qpe3 nocoqeHHTe B C'bmH51 HaqHHH 3a KOHTaKT, B CJiyqaHTe KOraTO He e B C'bCT05IHHe LJ;a H3B'bpiDH 

.IJ:OCTaBKH 3a onpe,n:eJieH BH.IJ: H KOJIHqeCTBO JieKapCTBeHH npO.IJ:YKTH. 0TKa3'bT ce npH,n:py)l(aBa OT 

OCHOBaTeJIHH npHqJiHH 3a HeH3B'bpiDBaHeTO Ha .IJ:OCTaBKaTa. 

12 . .n:a 3annama HeycToiiKa, B cnyqaii Ha ,n:ocTaBKa Ha neKapcTBeH npo,n:yKT c no KpaTDK OT 

.n:oroBopeHH5! cpoK Ha ro,n:HOCT, cornacHo qn.15, an.4 H an.5. 

13. ,n:a Cna3Ba BCJiqKH npHJIO)I(HMH npaBHJia H H3HCKBaHH5!, CBbp3aHH C Ona3BaHe Ha OKOJIHaTa 

cpe.n:a, COUHaJIHOTo H Tpy,n:oBoTo npaBo, npHJIO)I(HMH HJIH KoneKTHBHH cnoproYMeHH5! H/HJIH pronope,n:6H 

Ha Me)I(.IJ:YHapo,n:HOTO eKonorHqHo, couHanHo H Tpy,n:oBo npaBo, cornacHo llpHJIO)I(eHHe N~1 0 K'bM 30TI. 

(3) .IJ:OCTaBKa Ha JieKapCTBeH npO.IJ:YKT C OCTaT'bqeH CpOK Ha rOLJ;HOCT no,n: 20 % ce npHpaBH5!Ba Ha 

n'hJIHO HeH3n'bJIHeHHe Ha C'bOTBeTHaTa .IJ:OCTaBKa, OCBeH aKO BCe naK B'h3.JIQJKHTEJUIT He npHeMe 

CTOKaTa. 

qJieu 12 IlpaBa u 3a}J;'LJI~euu.H ua B'h3JIOJKHTEJUI 
(1) B'h3JIO)KHTEJUIT HMa npaBo: 

1. ,n:a nonyqaBa JieKapCTBeHHTe npO.IJ:YKTH, npe,n:MeT Ha HaCT05ImH5! ,n:orOBOp npH YCJIOBH5!Ta, 

yroBopeHH B Hero; 

2. CB060,n:HO ,n:a onpe,n:eJI5I KOJIHqeCTBOTO Ha .IJ:OCTaBKHTe, C'b06pa3HO KOHKpeTHHTe CH HY)I(.IJ:H. 

(2) B'h3JIO)KHTEJUIT ce 3a,n:'hJI)I(aBa: 

1. ,n:a npe,n:aBa Ha H3II'hJIHHTEJUI 3ruiBKH 3a Heo6xo,n:HMHTe KOJIHqecTBa npO.l(YKTH, C'b06pa3HO 

yToqHeHaTa cneuH<)?HKaUH5I; 

2. ,n:a OCHrypH CBOH npe,n:CTaBHTeJIH, KOHTO ,n:a npHeMaT .IJ:OCTaBKHTe B ,n:orOBOpeHOTO BpeMe; 

3. .n:a 3annama ueHaTa Ha .n:ocTaBeHHTe npoLJ;yKTH cor nacHo ycnoBH5!Ta H no HaqHHa, nocoqeH B 

acTo51mH51 )l:oroBop; 

4. ,n:a npeMB5!Ba peKJiaMauHH B MOMeHTa Ha npe,n:aBaHe - npHeMaHe 3a BH.IJ:HMH He 

3~eKJII! CpOKOBe Ha rO,l1HOCT, IIO-KpaThK OT 11311CKYeMI!ll OCTan,qeH CpOK Ha rO,l1HOCT, KOJI , JIHIICII 
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VI. PEKJIAMAQHH 

qJieH 13 
(1) H3II'hJIHHTE.JUIT rapaHTHpa ro.n;Hocrra Ha .n;ocTaB51HHTe npo.n;yKTH c'bo6pa3HO 

H3HCKBaHH51Ta Ha ,n;eMCTBaiD:OTO 3aKOHO.D;aTenCTBO. 

(2) B'h3JIO)KHTE.JUIT MO)I(e .na npeMB51Ba peKnaMaUHH npe.n; H3II'hJIHHTE.JUI3a: 

a) KOnHqecTBO H HeoKoMnneKTOBaHocT Ha npo.nyKTHTe HIHnH TexHHqecKaTa .n;oKYMeHTan;H51 (51BHH 

He.D;OCTaT'bUH),BKJ.UOqHTellHO: 

- 3a KOllHqeCTBO, KOeTO He OTrOBap51 Ha 3a51BeHOTO; 

- 3a HeCIIa3eHH ycnOBH51 H pe,n; IIpH TpaHCIIOpTHpaHeTO Ha IIpO.[J;YKTHTe; 

- IIpH HapymeHa l(51llOCT H OIIaKOBKH; 

- IIpH HeC'bOTBeTCTBHe Me)l()l;y napTH,Zl;HHTe HOMepa Ha H3.D;ellH51Ta, BIIHCaHH B IIpHeMO-

IIpe,naBaTellHH51 IIpOTOKOll H <l>aKTypaTa, C IIapTH.[J;HHTe HOMepa, BIIHCaHH Bopxy OIIaKOBKHTe HM. 

6) KaqeCTBO ( CKpHTH He.D;OCTaT'bl(H): 

- IIpH .D;OCTaB51He Ha CTOKH He OT .D;OrOBOpeHH51 BH)l; C'brnaCHO HaCT0511I(H51 .D;OrOBop; 

- IIpH KOHCTaTHpaHe Ha .n;e<l>eKTH IIpH ynoTpe6a Ha CTOKHTe. 

(3) B cnyqaM qe npH no.n;nHcBaHeTo Ha npHeMo-rrpe,naBaTenHH51 rrpoToKon 3a rronyqaBaHe Ha 

C'bOTBeTHOTO KOnHqecTBO OT neKapCTBaTa B'h3JIQJKHTE.JUIT ycTaHOBH 51BHH He)l;OCTaT'bl(H, OTIIpaB51 

IIHCMeHO HCKaHe .[J;O H3II'hJIHHTE.JUI ,na OTCTpaHH He.D;OCTaT'hl(HTe B cpoK, YKa3aH B IIHCMeHOTO HCKaHe. 

(4) PeKnaMal(HH IIpH OTKnOHeHH51 B KaqecTBOTO (HnH ,npyrH CKpHTH He.D;OCTaT'bUH) ce IIpe,Zl;51B51BaT OT 

cTpaHa Ha B'h3JIOJKHTE.JUI B paMKHTe Ha cpoKa Ha ro.n;HOCT, YKa3aH Bopxy onaKOBKaTa Ha C'bOTBeTHH51 

rrpo.D;YKT. B'h3JIOJKHTE.JUIT H3rrparu:a Ha H3II'hJIHHTE.JUI KOHCTaTHBHH51 npoToKon H oTnpaB51 

IIHCMeHO HCKaHe .[J;O Hero ,na )l;OCTaBH KaqeCTBeH IIpO.D;YKT B CpOK, YKa3aH B IIHCMeHOTO HCKaHe. 

(5) llpH peKnaMaUH51 3a 51BHH HeC'bOTBeTCTBH51/He,nocTaTDUH HIHnH OTKnOHeHH51 H3II'hJIHHTE.JUIT 

e )l;ll'b)l(eH B TpH.D;HeBeH cpoK OT nonyqaBaHe Ha peKnaMal(H51Ta 3a CB051 CMeTKa H pHCK ,na 3aMeHHf.D;OCTaBH 

.n;oroBopeHoTo. 

(6) llpH peKnaMal(H51 3a CKpHTH HecoOTBeTCTBH51/He.n;ocTaTDu;H H3II'hJIHHTE.JUIT e ,n;n'b)l(eH B 

TpH.D;HeBeH CpOK OT nonyqaBaHe Ha peKnaMal(H51Ta 3a CB051 CMeTKa H pHCK ,na 3aMeHH IIpO.D;YKTHTe 6e3 

Heo6xo.n;HMOTO KaqecTBO cornacHo .n;oroBopeHoTo HnH .n;a BopHe rronyqeHaTa ueHa 3a npo.n;yKTHTe, 3a 

KOHTO ca HanpaBeHH peKnaMal(HH, KaKTO H ,na 3arrnaTH HeycTOMKa. 

(7) AKo H3II'hJIHHTE.JUIT H51Ma B HanHqHocT oT nocoqeHH51T 3a IIO.D;M51Ha neKapcTBeH rrpo.n;yKT, 

TOM ce 3a.D;'bll)l(aBa ,na BbpHe CTOMHOCTTa Ha B'h3JI0JKHTE.JUI B YKa3aHH51 cpoK B IIHCMeHOTO HCKaHe ITO 

an. 3 H 4. 

VII. OTrOBOPHOCTH 

qJieH 14 
AKO B'h3JIOJKHTE.JUIT rrpocpoqH 3a.D;'bll)l(eHHeTO CH IIO qn. 3, an. 2 OT ,n;oroBopa c IIOBeqe OT 30 

(TpH,neceT) KaneH,napHH )l;HH, TOM )l;'bll)I(H HeycTOMKa B pa3Mep Ha 0,1% Ha ,n;eH Bbpxy CTOMHOCTTa Ha 

.D;OCTaBeHOTO KOnHqeCTBO neKapCTBeH rrpo,n;yKT, HO He IIOBeqe OT neT Ha CTO OT CTOMHOCTTa Ha C'bOTBeTHOTO 

KOnHqeCTBO. 

qJieH 15 
(1) ll3B'hH cnyqaHTe no an. 7 H3II'hJIHHTE.JUIT .D;'hll)I(H HeycTOMKa B pa3Mep Ha 0,7% Ha .n;eH oT 

CTOMHOCTTa Ha C'bOTBeTHOTO KOnHqeCTBO IIpO.D;YKTH, aKO He H3II'bllHH H3l(51ll0 HllH qaCTHqHO 3a.D;'bll)l(eHH51Ta 

CH IIO qn. 5, an.1. 

(2) B'h3JIQ)KHTE.JUIT MO)I(e ,na OTKa)l(e IIpHeMaHeTO Ha CTOKHTe, aKO B ,neH51 Ha T51XHOTO 

pHeMaHe OCTaT'bqHH51 CpOK Ha rO.D;HOCT e IIO-Man'bK OT OIIpe,neneHH51 B qn. 9, an. 2 H qn. 11, , T. 7 OT 

Clp. 6 OT 13 Заличен по чл.2 от ЗЗЛДЗаличен по чл.2 от ЗЗЛД



HaCT0511ll;IUI ,z::J;OrOBOp. 

(3) B cnyqaiiTe no an. 2 B'h3JIO:IKHTEJUIT MO)I(e ,n:a npiieMe II ,n:a He 3annaTII ,n:ocTaBeHoTo c no­

Man'bK OT ,z::J;OrOBOpeHII51 OCTaT'bqeH CpOK, KaTO TOBa Ce OT6eJI513Ba B np1IeMo-npe,n:aBaTeJIHII51 npOTOKOJI. B 
cnyqaif: qe CTOKIITe 6n,n:aT ,n:apeHII, B'h3JI0:1KHTEJUIT MO)I(e ,z::J;a rii npiieMe II c no-Man'bK OCTaT'bqeH cpOK 

Ha ro,n:HOCT, KaTo B T031I cnyqaif:, no Heroaa npe:ueHKa MO)I(e ,z::J;a He np1Inara pa3nope,z::J;61ITe OTHOCHO 

,U:'bJI)I(IIMaTa OT II3n'bJIHIITeJI51 3a KOHKpeTHaTa ,lJ;OCTaBKa HeyCTOMKa IIJIII ,n:a HaManii pa3Mepa H. Toaa 

06CT051TeJICTBO Ce 0Tpa351Ba B np1IeMo-npe,n:aBaTeJIHII51 npOTOKOJI. ,L(OCTaBKaTa Ha JieKapCTBeH npOJJ:YKT C 

OCTaT'bqeH CpOK Ha rO,z::J;HOCT no-Man'bK OT 40 ( qeTIIpii,U:eCeT) Ha CTO OT 0651BeHII51 OT np01I3BO,lJ;IITeJI51, a 3a 

Cne:u;II<PII~II 61IOJIOriiqHII JieKapCTBeHII npo,n:yKTII - no-Man'hK OT 20 (,n:Ba,n:eceT) Ha CTO OT 0651BeHII51 OT 

npo1I3BOJJ:IITeJI51, MO)I(e ,z::J;a ce II3Bnpiii1I caMo c MOTIIBIIpaHo peiiieHIIe Ha B'h3JIO:IKHTEJUI. Ee3 1I3p1IqHo 

niiCMeHO C'brJiaCIIe Ha B'h3JI0)KHTEJUI npo,n:yKTII C no-Man'bK OT ,z::J;OrOBOpeHII51 cpOK He ce 3annamaT. 

(4) B CJiyqaii Ha ,lJ;OCTaBKa Ha JieKapCTBeHII npOJJ:YKTII C nO-KpaT'hK OT ,U:OrOBOpeHII51 CpOK Ha 

rO,U:HOCT, II3n'hJIHIITeJI51T ,U:'hJI)I(II HeyCTOMKa, KaKTO CJie,U:Ba: 

59,99-50%- 5% Bnpxy CTOMHOCTTa Ha C'hOTBeTHOTO KOJIIIqeCTBO; 

49,99- 40 % - 10% Bnpxy CTOHHOCTTa Ha C'hOTBeTHOTO KOJIIIqecTBO; 

39,99- 30 % - 30% Bnpxy CTOHHOCTTa Ha C'hOTBeTHOTO KOJIIIqecTBO; 

29,99- 20 % - 60% Bnpxy CTOHHOCTTa Ha C'bOTBeTHOTO KOJIIIqecTBO; 

nO,z::J; 20 % - 90% B'hpxy CTOMHOCTTa Ha C'bOTBeTHOTO KOJIIIqecTBO. 

(5) B cnyqa:H Ha ,n:ocTaBKa Ha cne:uH<l>HqHII 61IonoriiqHH neKapcTBeHII npo,z::J;YK™ c no - KpaTDK OT 

,U:OrOBOpeHII51 CpOK Ha rO,U:HOCT, H3n'bJIHHTeJI51T ,U:'hJI)I(II CJie,U:HaTa HeyCTOHKa: OT 24.99 ;:::(0 15% -20% B'hpxy 

CTOMHOCTTa Ha ,U:OCTaBKaTa. 

(6) Ilp1I OTKa3 /nucMeH IIJIII M'LJI'I3JIUB/ Ha H3ll'hJIHHTEJUI, B cnyqaHTe Ha qJI. 9, an. 8, TOM 

,U:'hJI)I(lf HeyCTOHKa B pa3Mep Ha 1 0 % (;:J;eCeT Ha CTO) OT CTOHHOCTTa Ha He,U:OCTaBeHIITe JieKapCTBeHH 

npOJJ:YK™· 

(7) B cnyqaHTe no npe;::I;XO,z::J;HaTa aniiHe.s.r IIJIII npii 3a6aaa c noaeqe OT 48 qaca npH cneiiiHII 3a.siBKH 

HJIH noaeqe oT 72 qaca npH peryAApHH 3a.siBKII, B'h3JIO:IKHTEJUIT e cao6o,z::J;eH ;:J;a 3aKynH 

JieKapCTBeHIITe npO;::I;YKTH, 3a KOHTO OT H3ll'hJIHHTEJUIT e HanH:Ue OTKa3 3a ;:::(OCTaBKa HJIH nocoqeHaTa 

3a6aaa. 

(8) Ilpii 3aKynyBaHe Ha JieKapCTBeHHTe npOJJ:YKTH B CJiyqaiiTe no an.7 Ha nO-BHCOKa :u;eHa OT Ta3H B 

HaCTO.simH.si ,z::J;OrOBOp, 3a pa3JIIIKaTa B CTOHHOCTTa B'h3JI0)KHTEJUIT ce y,z::J;OBJieTBOp.siBa OT 

npe,n:ocTaBeHaTa rapaH:UH.si 3a H3n'bJIHeHHe Ha T031I ,z::J;oroaop. 

qJieu 16 
(1) AKo H3ll'hJIHHTEJUIT H3na,n:He B 3a6aaa Ha 3a;:J;'bJI)I(eHIIeTo cH no qn. 5, C'hOTBeTHO qn. 11, 

an. 2, T. 1: 
- c noaeqe oT 2 /,n:aa/ qaca npii ,n:ocTaBKII, 3a.siBeHII KaTo cneiiiHII, 

- c noaeqe OT 12 I ;:J;BaHa;:J;eceT/ qaca npH peryAApHII ;:J;OCTaBKH, 

B'h3JIO:IKHTEJUIT MO)I(e ,n:a 3a,n:'bp)I(1I 50% OT rapaH:UH.siTa 3a H3n'bJIHeHHe no HacTo.s.rmii.si 

,n:oroaop. 

(2) Ilpii KOHCTaTIIpaHe Ha nOBTOpHa 3a6aaa B'h3JI0)KHTEJUIT MO)I(e ,z::J;a 3a,ll;'hp)I(1I 100% OT 

rapaH:UII.siTa 3a H3n'bJIHeHHe no HaCTO.simii.si ,U:OrOBOp. 

(3) B cnyqa:H qe B cpoKa Ha ,n:oroaopa, yqacTHIIK'bT ,n:onycHe ,n:ae HeH3n'hnHeHH51 Ha ,n:pyrH CBOH 

3a,z::J;'hJI)I(eHH.siTa, B'h3JIO:IKHTEJUIT MO)I(e ;::(a 3a,ll;'hp)I(H 100% OT rapaH:UH.siTa 3a II3n'hJIHeHIIe. 

(4) HeH3n'bJIHeHH51 Ha ;:::(OrOBOpa ce KOHCTaTHpaT B npHeMo-npe;::I;aBaTeJIHHTe npOTOKOJIII 3a ;:::(OCTaBKa 

HfHJIII npH npe,n:.siB.siBaHe Ha OT,U:eJIHH peKJiaMa:UHII, KaKTO II npii ycTaHOBeH nHCMeH IIJIII M'bJiqanHB OTKa3. 

qJien 17 
(1) IlpH HeToqHo II3n'bJIHeHHe Ha 3a,U:'bJI)I(eHH51Ta no ,U:Ol'OBOpa OT CTpaHa Ha H3ll'hJIHHTEJUI, 

B'h3JI0JKHTEJUIT 3annama ,U:'hJI)I(HMOTO cne,n: KaTO npHXBaHe CTOMHOCTTa Ha HeyCTOHKHTe no T031I 

,n:oroaop. 

(2) B'h3JIO:IKHTEJUIT y,n:oaneTaop.s.raa npeTeH:UHHTe eli 3a HeycTOHKH B.Bp. c HeH3n'hJIHeHHe no 

T031I ,U:OrOBOp B CJie,U:HH.si pe,z::J;: nnpBO, qpe3 npiiXBamaHe Ha ,U:'bJI)I(IIMII C)'MH, npii JIIInCa Ha TaK a - OT 
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rapaHUI151Ta 3a ,no6po H3n'hJIHeHHe, a cne,n H31IepnBaHeTo if- no CbOTBeTHH51 3aKOHOB pe,n. 

(3) HalfHCJI51BaHeTo Ha HeycTo:H:Ka He JIHIIIaBa H3npaBHaTa cTpaHa ,na ThpcH o6e31I(eTeHHe 3a 

npeThpneHH Bpe,nH H nponycHaTH nOJI3H Ha,[( pa3Mepa Ha HeyCTOHKaTa. 

qJJeu 18 
B CJIY1fa:H: qe H3llbJIHHTEJUIT He H3n'bJIHH KaKBaTo H ,na e qacT oT ,noroBopa, Cbii(H51T ,n'hJI)J(H 

HeyCTOHKa 3a nbJIHO HeH3n'bJIHeHHe Ha ,[(OrOBOpa B pa3Mep Ha 20 % OT CTOHHOCTTa Ha ,noroBopa, B CJIYlfaH 

lfe Bb3JIOJKHTEJUIT pa3BaJIH Cbii(H51 nopa,nH TOBa HeH3nnnHeHHe. 

qJJeu 19 
Bb3JIOJKIITEJUIT HMa npaBO Ha HeycTOHKa B pa3Mep Ha 20 % (,nBa,neceT npoueHTa) OT 

CTOHHOCTTa Ha ,[(OrOBOpa H B CJiylfaH lfe ,norOBOp'bT 6n,ne pa3BaJieH Ha OCHOBaHHe, lfe CpOKbT Ha rO,[(HOCT Ha 

,[(OCTaBeHHTe JieKapCTBeHH npO.[(YKTH e nO-MaJI'bK OT 20 % (,nBa,neceT npoueHTa) OT 061I(H51 CpOK Ha 

rO,[(HOCT. B CJiyqa:H: lfe ,[(OrOBOpbT 6o,ne pa3BaJieH Ha TOBa OCHOBaHHe CaMO no OTHOIIIeHHe Ha e,nHa HJIH 

H51KOJIKO n03HUHH, TO HeycTOHKaTa B pa3Mep Ha 20 % (,nBa,neceT npoueHTa) e OT CTOHHOCTTa Ha 

o6oco6eHHTe n03HUHH, 3a KOHTO ,norOBOp'bT e pa3BaJieH. 

VIII. PA3BAIDIHE HA ,IJ:OrOBOPA 

qJJeu 20 
Bb3J10JKIITEJUIT HMa npaBO ,na pa3BaJIH ,noroBopa npH HeH3nbJIHeHHe Ha noBelfe OT ,[(Be 

nocne,noBaTeJIHH ,nocTaBKH. B T03H CJIYlfaH Bb3JIOJKHTEJUIT He e ,nJI'b)J(eH .na H3npama KaKBOTo H ,na 

6HJIO npe,nH3BeCTHe 3a pa3BaJI51HeTO - ,norOBOpbT ce cqHTa 3a pa3BaJieH OT MOMeHTa Ha nonyqaBaHe Ha 

yBe,[(OMJieHHeTO OT CTpaHa Ha li3fibJIHIITEJUI, OCBeH aKO B yBe,[(OMJieHHeTO He e nocoqeHO ,npyro. 

TipaBo ,na pa3BaJIH ,noroBopa no T03H pe.n Bb3JIOJKHTEIDIT HMa H B CJIY1fa:H: lfe H3llbJIHHTEIDIT 
,[(OCTaBH ,[(Ba HJIH noBelfe nbTH JieKapCTBeHH npo,zzyKTH C'bC OCTaT'blfeH cpOK Ha rO,L(HOCT nO-MaJI'bK OT 60 % 
(IIIeCT,[(eCeT npoueHTa) OT ycTaHOBeHH51 061I( TaKbB. 

qJJeu 21 
H3llbJIHHTEIDIT HMa npaBo ,na pa3BaJIH ,noroBopa npH npocpo1!He Ha nnamaHH51 3a IIIecT 

Meceua c nHcMeHo npe,nH3BeCTHe oT 14 (lfeTHpHHa,neceT) ,nHH. AKo Bb3JIOJKHTEIDIT H3n'bJIHH 

3a,[('bJI)J(eHHeTO CH B nOC01JeHH51 nepHO,[(, ,norOBOpbT He Ce ClfHTa 3a pa3BaJieH 

qJJeu 22 
flpH BCHqKH CJIYlfaH Ha pa3BaJI51He H3npaBHaTa CTpaHa yBe,[(OM51Ba nHCMeHO HeH3npaBHaTa 3a 

<PaKTa Ha pa3BaJI51HeTO. 

IX. DPEKPAT.HBAHE HA ,IJ:OrOBOPA 

qJJeu 23. 
(1) HacT0511I(H51T ,ll;oroBop ce npeKpaT51Ba B cne,nHHTe CJIYlfaH: 

1. no B3aHMHO C'brJiaCHe Ha CTpaHHTe, H3pa3eHO B nHCMeHa <PopMa; 

2. C H3TH1JaHe Ha yrOBOpeHH51 CpOK HJIH ,[(OCTHraHe Ha MaKCHMaJIHHTe CTOHHOCT/KOJIHlfeCTBa no Hero 

3. KOraTO ca HaCT'bnHJIH C'bii(eCTBeHH npoMeHH B'bB <i>HHaHCHpaHeTO Ha 061I(eCTBeHaTa nop'bqKa -

npe,nMeT Ha ,lJ;oroBopa, H3B'bH npaBOMOII(H51Ta Ha Bn3JIO)I(HTeJI51, KOHTO TOM He e MOr'bJI HJIH He e 6HJI 

,[(JI'b)l(eH ,na npe,nBH,[(H HJIH ,na npe,nOTBpaTH - C nHCMeHO yBe,L(OMJieHHe, Be,nHara CJie,n HaCT'bnBaHe Ha 

06CT051TeJICTBaTa 

4. llpH HaCThnBaHe Ha HeBHHOBHa HeB'b3MO)I(HOCT 3a H3n'bJIHeHHe - Henpe,nBH,[(eHO HJIH 

Henpe,nOTBpaTHMO C'b6HTHe OT H3B'bHpe,neH xapaKTep, B'b3HHKHaJIO CJie,n CKJIIOlJBaHeTO Ha ,lJ;orOBOpa 

(,HenpeO,[(OJIHMa CHJia") npO,[('bJI)I(HJia nOBelfe OT 10 ,[(HH 

5. npe,ncpOliHO, B CJI)'lfaHTe, rrpe,nBH,neHH B 3Qll H HaCT0511I(H51 ,[(OrOBop; 

6. C BpeMeHHOTO HJIH OKOHlfaTeJIHOTO OTHeMaHe, o6e3CHJIBaHe HJIH npeKpaT51BaHe Ha pa3pe 

HJIH y,nocTOBepeHHeTo 3a ThproBH51 Ha e,npo Ha H3llbJIHHTEllil. 
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(2) B'h3JIO)KHTEJISIT MO)Ke ,na npeKpaTH e.nHocTpaHHO 6e3 npe.nH3BeCTHe HaCT051IIJ;H51 .norosop: 

1. Ha nocoqeHHTe B qJI. 118 OT 30II cnyqaH; 

2. B CJiyqali Ha HeTOqHO H3nbJIHeHHe HJIH npe,[J;51BeHH peKJiaMaiJ;HH noseqe OT ,[(Ba nbTH no BpeMe Ha 

cpoKa Ha .norosopa 3a e,nHa H cbma o6oco6eHa no3HUH51, HJIH 3a6asa B cpoKoBeTe 3a .nocTaBKa OT cTpaHa Ha 

lf3II'h.JIHHTEJUI, 6e3 3HaqeHHe OT o6oco6eHaTa n03HIJ;H51 HJIH KOHKpeTHHTe npo,nyKTH; 

3. He OTCTpaHH B Pa3YMeH CpOK, onpe,neJieH OT B'b3J10)KHTeJ151, KOHCTaTHpaHH He,[(OCTaT'biJ;H; 

4. KOraTO Bb3 OCHOBa Ha HeBepHH ,naHHH OT lf3ll'h.JIHHTEJUI e npHJIO)KeHO H3KJIIOqeHHe no qJI. 4 

OT 3aKOHa 3a HKOHOMHqeCKHTe H <l>HHaHCOBHTe OTHOIIIeHH51 C ,npy)KeCTBaTa, perHCTpHpaHH B IOpHC,[(HKI(HH 

C npe$epeHIJ;HaneH ,[(aHbqeH pe)KHM, KOHTp011HpaHHTe OT T51X JIHIJ;a H TeXHHTe ,[(eHCTBHTeJIHH C06CTBeHHI(H 

H e cKJiroqeH ,norosop c Hero. B T03H cnyqali He ce Bpnma rapaHUH51Ta 3a H3n'bJIHeHHeTo MY, He ce 

3annamaT H3BbpiiieHHTe ,neHHOCTH, a nonyqeHHTe nnamaHH51 OT lf3II'h.JIHHTEJUI no,nJie)J(aT Ha 

He3a6asHo Bb3CTaHOB51BaHe se,nHo c'bc 3aKOHHaTa JIHXBa. BbB BcHqKH cnyqaH B'h3JIO)KHTEJUIT He 

,[(bJI)KH KOMneHCaiJ;HH H o6e3IIJ;eTeHH51. 

5. B cnyqali qe H3II'h.JIHHTEJISIT H3nOJI3Ba nO,[(H3nbJIHHTeJI, 6e3 ,na e ,IJ;eKJiapHpan TOBa B 

,lJ;OKYMeHTHTe 3a yqacTHe, HJIH H3nOJI3Ba no,nH3nbJIHHTen, KOHTO e pa3nHqeH OT T03H, KOHTO e nocoqeH, 

OCBeH B CJiyqaHTe, B KOHTO 3aM51HaTa, C'bOTBeTHO BKJIIOqBaHeTO Ha nO,[(H3nbJIHHTeJI e H3BbpiiieHO CbC 

C'brJiaCHeTO Ha Bb3J10)1(HTeJI51 H B C'bOTBeTCTBHe CbC 30fi H HaCT0511Il;H51 ,[(oroBop; 

6. fipH BHHOBHa 3a6asa Ha lf3II'hJIHHTEJUI, npO,[('bJI)KHJia C noseqe OT nOJIOBHHaTa OT cpoKa 3a 

H3nbJIHeHHe Ha C'bOTBeTHOTO 3a,n'bJI)KeHHe, B'h3.JIO)KHTEJUIT HMa npaso ,na npeKpaTH ,norosopa 

e,[(HOCTpaHHO 6e3 npe,nH3BeCTHe. 

(3) B'h3.JIO)KHTEJISIT npeKpaT51Ba ,[(orosopa B cnyqaHTe no qn. 118, an. 1 OT 30II, 6e3 ,na 

,lJ;'bJI)KH o6e3Il(eTeHHe Ha H3II'hJIHHTEJUI 3a npeTbpneHH OT npeKpaT51BaHeTO Ha ,[(orosopa Bpe,[J;H, OCBeH 

aKO npeKpaT51BaHeTO e Ha OCHOBaHHe q]J. 118, an. 1, T. 1 OT 30fi. [B nOCJleOHU5l C!lyl.laU, pa3Mepbm HQ 

o6e3Uf-emeHuemo ce onpeoeJZ5l 6 npomoKofl UJZu cnopa3yMeHue, noonucaHo om CmpaHume, a npu 
HenocmuzaHe Ha Cb2Jlacue - no peoa Ha Kllay3ama 3a pa3peuta6aHe Ha cnopo6e no mo3u J(ozoBop.] 

(4) B'h3.JIO)KHTEJISIT HMa npaso .na npeKpaTH e,nHocTpaHHO c 30-.nHeBHo npe,nH3BeCTHe 

HaCT0511Il;H51 ,[(OrOBOp 6e3 ,[(bJI)KHMH HeyCTOHKH H o6e3Il(eTeHH51 H 6e3 He06XO,[(HMOCT OT ,[(OnbJIHHTeJIHa 

o60CHOBKa. 

(5) fipeKpaT51BaHeTO CTaBa CJie,[( ype)l(,[(aHe Ha <l>HHaHCOBHTe B3aHMOOTHOIIIeHH51 Me)l(,[(y CTpaHHTe 3a 

H3BbpiiieHHTe oT cTpaHa Ha H3II'h.JIHHTEJUI H o.no6peHH OT B'h3.JIO)KHTEJUI ,neiiHOCTH no 

.norosopa. 

(6) B'h3JIO)KHTE.JrnT npeKpaT51Ba ,norosopa c e,nHoce,nMHqHo npe,nH3BeCTHe, aKo 61>,ne 

cKJiroqeHo paMKOBO cnopa3YMeHHe C'bC Cbll(H51 npe,nMeT no pe.na H ycnoBH51Ta Ha IIMC N!! 146 OT 9 IOHH 

2015r. 3a C'b3,[(aBaHe Ha [(eHTpaneH OpraH 3a nOKYnKH B CeKTOp ,3.npaBeOna3BaHe" /,[(B 6p.44/2015r., H3M. 

H ,non./, qlfHTO KJiay3H ca no-6naronpH51THH OT Te3H no HaCT051IIJ;H51 ,norosop C'bo6pa3HO H36paHH51 

KpHTepHH 3a OIJ;eHKa. 

(7) ,[(OKOJIKOTO HaCT051Il(H51 ,[(OrOBOp perJiaMeHTHpa OTHOIIIeHH51Ta Me)l(,[(y CTpaHHTe no nOBO,[( 

H51KOJIKO o6oco6eHH II03HIJ;HH OT rrpou;e.nypaTa no Bb3JiaraHe Ha 06IIJ;eCTBeHa IIOpbqKa, TO ,[(eHCTBHeTO Ha 

,IJ;OrOBOpa MO)Ke ,[(a 6b,[(e rrpeKpaTeHO 3a e,nHa, 3a H51KOJIKO n03Hl(HH HJIH H3l(51JIO B 3aBHMOCT OT 

H351BJieHHeTO Ha C'bOTBeTHaTa CTpaHa. 

qJieu 24 
To3H ,norosop MO)Ke ,na 61>,ne H3MeH51H rrpH ycnoBH51Ta Ha qn.116 OT 30II. 

X. rAP AHI(IUI 3A H3II'hJIHEHHE 

qJieu 25. Bu,ZJ;oBe u pa3Mep ua rapauu;uuTe. <DopMa ua rapauu;uuTe. 
(1) H3II'hJIHHTE.JrnT rapaHTHpa H3IIbJIHeHHeTo Ha rrpoH3THqamHTe OT HaCT051Il(H51 ,[(oro sop 

CBOH 3a,[(bJI)KeHH51 C rapaHIJ;H51 3a H3IIbJIHeHHe B pa3Mep Ha 67 380.00 (IIIeCT,[(eCeT H Ce,[(eM XHJ15I,[(H TPHCTa H 

oceM,neceT JIB.) nesa 6e3 ,[(,[(C, 51B51Bama ce 3 % (TpH rrpou;eHTa) oT CTOHHocrra Ha ,norosopa 6e3 ,[(,[(C. 
(2) H3II'h.JIHHTEJUIT rrpe,ncTaB51 ,nOKYMeHTH 3a BHeceHa rapaHUH51 3a H3nbJIHeHHe Ha ,[(orosopa 

'bM .naTaTa Ha cKJIIOqBaHeTo MY. 

(3) H3II'h.JIHHTEJUIT H36Hpa <PopMaTa Ha rapaHUH51Ta H3Me)l(,[(y e,nHa OT cne,nHHTe: (i) rrapHqHa 

yMa BHeCeHa IIO 6aHKOBaTa CMeTKa Ha B'h3JIQ)KHTE.JIH; (ii) 6aHKOBa raprurrwa; HJHI (iii) 3~BKa, 
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ICOJITO o6e3neqaBa H3n'bnHeHHeTO qpe3 noKpHTHe Ha OTfOBOpHOCTTa Ha U:JIIbJIHU:TE.JUI. 

qJieu 26. U:JucKsauuu no oTuomeuue ua rapauu;uuTe 

(1) KoraTo rapaHUHJITa ce npe,ncTaBJI B'bB BH,n Ha napu .. ua cyMa, TJI ce BHacJI no cne,nHaTa 

6aHKOBa cMeTKa Ha Bb3JIOJKHTE.JUI: D;Kii A)J;, KJIOH B'hlpa~aue, IBAN:BG48CECB9790 1088 
2009 00, BIC: CECBBGSF. BcHqKH 6aHKOBH pa3xo,nH, CBnp3aHH c npeBo,nHTe Ha cyMaTa ca 3a cMeTKa Ha 
U:3IIbJIHHTE.JUI; 

(2) KoraTo H3IIbJIHHTE.JUIT npe,ncTaBJI 6auKosa rapauu;uu ce npe,n;cTaBJI opHrHHan'bT H:, 

KaTO TJI e 6e3ycnOBHa, HeOTMeHJieMa II HenpeXB'bpn5IeMa KaTO nOKpHBa 100 % (CTO npoQeHTa) OT 

CTOHHOCTTa Ha rapaHUHJITa 3a H3n'bnHeHHeTO MY C'bC CpOK Ha BanH,D;HOCT, CpOKa Ha ,neHCTBHe Ha ,[(orOBOpa, 
nnroc 30 (TpH,neceT) ,nHH. 

(2.1) CTpaHHTe ce cnrnacJIBaT B cnyqaH: Ha yqpeMBaHe Ha 6aHKOBa rapaHUHJI, TJI ,na C'b,n'hp)l(a 

ycnoBHe, qe npH nnpBo noHCKBaHe 6aHKaTa cne,n;Ba ,na 3annaTH CYMaTa no rapaHUHJITa He3aBHCHMO OT 
HanpaBeHHTe B'b3pa)l(eHIDI II 3all(HTa, B'b3HHKBall(H B'bB Bpb3Ka C OCHOBHHTe 3a,l('bn)l(eHH51. 

(2.2) BclfqKif 6aHKOBH pa3XO,l(ll, TaKCH, KOMHCHOHHH II ,npyrH nnall(aHHJI CB'bp3aHH C 

o6cny)I(BaHeTO Ha npeBo,na Ha rapaHQHJITa, BKniOqlfTenHO npH HeHHOTO B'b3CTaHOBJIBaHe, ca 3a CMeTKa Ha 
H3IIbJIHU:TE.JUI. 

(3) 3aCTpaXOBKaTa, KOJITO o6e3neqaBa H3n'hnHeHHeTO, qpe3 noKpHTHe Ha OTfOBOpHOCTTa Ha 

H3IIbJIHU:TE.JUI, e c'hc cpoK Ha BanH,nHocT, cpoKa Ha ,neiicTBHe Ha ,noroBopa, nnroc Haii-ManKo 30 
(TpH,neceT) ,nHH. Bb3JIOJKHTE.JUIT cne,n;Ba ,na 6n,n;e nocoqeH KaTo TpeTo non3Bamo ce nHue no Ta3H 

3acrpaXOBKa. 3acTpaXOBKaTa cne,nBa ,na noKpHBa OTfOBOpHOCTTa Ha H3IInJIHHTE.JUI npH n'bnHO Hnll 

qacTHqHo HeH3n'hnHeHHe Ha ,[(oroBopa, H He MO)I(e ,na 61>,ne H3non3BaHa 3a o6e3neqeHHe Ha HeroBaTa 

oTroBopHocrra no ,npyr ,noroBop. Pa3xo,nHTe no cKnroqBaHeTo Ha 3acTpaxoBaTenHHJI ,noroBop H 

nO,l(,D;bp)l(aHeTO Ha BanH,l(HOCTTa Ha 3aCTpaXOBKaTa 3a H3HCKBaHH51 CpOK, KaKTO II no BCJIKO H3nnamaHe Ha 

3acTpaxoBaTenHo o6e3II(eTeHHe B non3a Ha B'h3nO)I(HTeAA, npH HanHqHe Ha ocHoBaHHe 3a TOBa, ca 3a 

cMeTKa Ha H3IIbJIHU:TE.JUI. 

qJieu 27. 3a,11;bp~aue u ocso6o~asaue ua rapauu;uuTe 

(1) Bb3JIQJKHTE.JUIT OCB060)I(,l(aBa rapaHQHJITa 3a H3n'bnHeHHe Ha ,[(oroBopa, B cpoK OT 30 
( TpH,neceT) ,nHH, cne,n H3THqaHe Ha cpoKa Ha HaCTOJIII(HJI ,[(oro Bop. 

(2) Bb3JIOJKHTE.JUIT He ,n;'hn)I(H nHXBH Bnpxy CYMHTe no npe,nocTaBeHHTe rapaHUHH, 

He3aBHCHMO OT <t>opMaTa, no,n KOJITO Ca npe,nOCTaBeHH. 
(3) fapaHUHJITa He ce OCB060)I(,l(aBa OT Bb3JIQJKHTE.JUI, aKO B npoueca Ha H3n'hnHeHHe Ha 

,[(orOBOpa e B'b3HHKHan cnop Me)l(,l(y CTpaHHTe OTHOCHO HeH3n'bnHeHHe Ha 3a,l('bn)l(eHHJITa Ha 

U:311bJIHHTE.JUI H Bnnpoc'hT e OTHeceH 3a pemaBaHe npe,n C'h,n. IlpH pemaBaHe Ha cnopa B non3a Ha 

Bb3JIOJKHTE.JUI TOM MO)I(e ,na npHCThnH K'bM ycBOJIBaHe Ha rapaHUHHTe. 

(4) Bb3JIOJKHTEJUIT HMa npaBo ,na 3a,nnp)I(H H3UJino HnH qacTH"l!HO rapaHUHJITa 3a 

H3n'hnHeHHe npH nnnHO HnH "tJaCTH"l!HO HeH3II'bnHeHHe Ha 3a;::I:'bn)l(eHHJITa no HaCTOJIII(HJI ,[(orOBOp OT CTpaHa 

Ha H311nJIHHTE.JUI H/HnH npH pa3Ban51He HnH npeKpaTJIBaHe Ha HaCTOJIII(HJI ,[(orOBOp no BHHa Ha 

H311bJIHHTE.JUI. B Te3H cnyqaH, Bb3JIOJKHTE.JUIT HMa npaBo ,na ycBOH oT rapaHUHJITa 3a 

H3n'hnHeHHe CYMH, rroKpHBall(H oTroBopHocrra Ha 113n'bnHHTeAA 3a HeH3n'hnHeHHeTo. B ,n;on'hnHeHHe K'hM 

ropHoTo, CTpaHHTe H3pH"l!HO ce cnopa3YMJIBaT, qe: 
(4.1) Bb3JIQJKHTE.JUIT liMa npaBO ,na 3a.l(bp)l(ll rapaHUHJITa B nnneH pa3Mep npH CHCTeMeH 

(,nBa HnH noBe"lle n'hTH B paMKHTe Ha TpH Meceua) OTKa3 OT CTpaHa Ha H311nJIHHTE.JUI 3a ,l(OCTaBKa Ha 

3aJIBeHH oT Bb3JIOJKHTE.JUI Ilpo.nYKTH; HIHnH npH CHCTeMHO (,nBa HnH noBe"tJe n'hTH B paMKHTe Ha TPH 

Meceua) HeC'bOTBeTCTBHe Ha ,l(OCTaBeHHTe Ilpo,n;yKTH C ,l(OfOBOpeHHTe H3HCKBaHHJI; KaKTO H "tie HeTO"l!HO 

H3n'bnHeHHe Hnll npe,ll;51BeHH peKnaMai.J;Hll nOBeqe OT ,l(Ba n'hTH no BpeMe Ha CpOKa Ha ,l(OfOBOpa 3a e,n;Ha II 

C'bll(a o6oco6eHa n03HUHJI, Hnll 3a6aBa B cpoKOBeTe 3a ,l(OCTaBKa OT CTpaHa Ha H3IIbJIHHTE.JUI, 6e3 

3HaqeHHe OT o6oco6eHaTa n03HUH51 HnH KOHKpeTHHTe npO.l(YKTH 
(4.2) IlpH HeH3n'bnHeHHe Ha 3a;::I:'bn)l(eHHJI Ha H311bJIHU:TE.JUI 3a oTcrpaHJIBaHe Ha JIBHH HIHnH 

KpHTH Hec'hOTBeTCTBHJI, ycTaHoBeHH no npe,nBH,n;eHHJI B ,[(oroBopa pe,n, B ,noroBopeHHJI cpoK, KaKTO H 

OTKa3 3a ,nocTaBKa Ha 3aJIBeHH IIpo,n;yKTH, Bb3JIOJKU:TE.JUIT HMa npaBo ,na 3a,n'bp)I(H OT rapaH 
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H3nnJIHeHHe cyMH, Ha CTOHHOCT cnOTBeTHO Ha HeCbOTBeTcTsarnHTe IIpo;J;yKTH HJIH Ha IIpo.nyKTHTe, l!H.HTO 

.l(OCTaBKa e OTKa3aHa. 

(5) B'h3JIO)KHTEJISIT HMa npaBo .na 3a,n:op:>Ka OT CYMHTe no rapaHD;H.HTa 3a H3n'hnHeHHe cyMH 

paBHH Ha pa3Mepa Ha HalJHCJieHHTe HeycTOHKH H o6e3J.neTeHH51 no HaCT051J.nH51 ,[(orOBOp, nopa,n;H 

HeH3n'hJIHeHHe Ha 3a,n:oJI:>KeHH.HTa Ha H3TI'hJIHHTEJISI. 
(6) B cn~a:H Ha 3a,n:'hp:>KaHe OT B'h3JIO:IKHTEJISI Ha cyMH oT rapaHD;HHTe, H3TI'hJIHIITEJISIT 

e ,n;JI'h:>KeH B cpoK ,n;o 1 0 (,n:eceT) ,n:HH ,n:a ,n;on'hJIHH C'hOTBeTHaTa rapaHD;H51 .no noJIHH.H H: pa3Mep, yrosopeH B 

HacT0511I(H51 ,n:orosop, KaTo BHece 3a,n:op:>KaHaTa OT B'h3JIO:IKHTEJUI CYMa no CMeTKa Ha 

B'h3JIO)KHTEJISI, HJIH ~pe,n:H 6aHKOBa rapaH:o;H.H 3a CYMa B pa3Mep Ha 3a,n:op:>KaHaTa HJIH ,n:a 3acTpaxosa 

OTfOBOpHOCTTa CH ,[(0 noJIHH51 pa3Mep. 

XI. HETIPEO,li;OJIHMA CHJIA 

qJieu 28 

(1) CTpaHHTe ce OCB060)I(,[(aBaT OT OTfOBOpHOCT 3a HeH3n'hJIHeHHe Ha 3a,z:{bJI)I(eHH51Ta CH, KOfaTO 

HeB'h3MO:>KHocrra 3a H3n'hJIHeHHe ce ,D;'hJI:>KH Ha Henpeo,n:onHMa cHna. HHKO.H OT CTpaHHTe He MO:>Ke ,n;a ce 

no3osasa Ha Henpeo,n:oJIHMa cHna, aKo e 6Hna B 3a6asa H He e HHcpopMHpana ,n;pyraTa CTpaHa 3a 

B1>3HHKBaHeTO Ha HenpeO,[(OJIHMa CHJia. 

(2) CTpaHaTa, 3acerHaTa oT Henpeo,n;oJIHMa CHJia, e ,[(JI'h:>KHa ,n:a rrpe,n:npHeMe scHqKH Pa3YMHH 

YCHJIH51 H MepKH, 3a ,n:a HaManH ,[(0 MHHHMYM noHeCeHHTe Bpe,n:H H 3ary6H, KaKTO H ,[(a yse,n:OMH nHCMeHO 

,n:pyraTa CTpaHa He3a6aBHO npH HacnnBaHe Ha Henpeo,n:oJIHMaTa CHJia. 

(3) ,[(oKaTO Tpae HenpeO,[(OJIHMaTa CHJia, H3n'hJIHeHHeTO Ha 3a,[('bJI:>KeHHeTO ce CnHpa. 

(4) He MO:>Ke ,n:a ce no3oBasa Ha Henpeo,n:oJIHMa CHJia OHa3H CTpaHa, qH.HTO He6pe:>KHOCT HJIH 

YMHIDJieHH ,n:e:HcTBH.H HJIH 6e3,n:eifcTBH51 ca ,n:oBeJIH ,n;o HeB'h3MO:>KHOCT 3a H3n'hJIHeHHe Ha ,[(orosopa. 

qJieu 29. 
llpH CKJIJOqsaHeTo Ha ,[J;orosopHTe c no,n:H3noJIHHTeJIHTe, ocpepHpaHH B ocpepTaTa Ha H3n'hJIHHTeAA, 

IIOCJie,[(HH51T e ,[(Jib:>KeH ,n:a C'h3,D;a,n:e YCJIOBH51 H rapaHD;HH, qe: 

(i) IIpHJIO:>KHMHTe KJiay3H Ha ,[l;orOBOpa Ca 3a,[('bJI:>KHTeJIHH 3a H3II'hJIHeHHe OT IIO,[(H3n'bJIHHTeJIHTe; 

(li) ,n:eHCTBH.HTa Ha IlO,[(H3n'bJIHHTeJIHTe H.HMa ,n;a .l(OBe,l(aT np.HKO HJIH KOCBeHO .l(O HeH3n'bJIHeHHe Ha 

,ll;orosopa; 

(ill) IIpH OC'hii(eCTB.HBaHe Ha KOHTpOJIHHTe CH cpyHKJ..J;HH no ,ll;OfOBOpa Bn3JIO:>KHTeAAT II(e MO:>Ke 

6e3rrpen.HTCTBeHO ,n:a H3BopmBa IIpOBepKa Ha ,n;eifHOCTTa H ,[(OKYMeHTal(H.HTa Ha nO,[(H3n'bJIHHTeJIHTe. 

qJieu 30. 
(1) KoraTO qacTTa OT IIOpbqKaTa, KO.HTO ce H3II'hJIH51Ba OT nO,[(H3II'hJIHHTeJI, MO:>Ke ,n;a 6o,n;e 

rrpe,n:a,n:eHa KaTo oT,n:eneH o6eKT Ha H3n'hJIHHTeAA HJIH Ha Bn3JIO:>KHTeAA, Bn3JIO:>KHTeAAT 3arrnama 

B'b3Harpa)l(,[(eHHe 3a Ta3H qacT ,ll;HpeKTHO Ha nO,[(H3II'bJIHHTeJI51. 

(2) Pa3IIJiaii(aHH51Ta no an. 1 ce OC'hii(eCTB.HBaT B'b3 OCHOBa Ha HCKaHe, OTnpaBeHO OT 

no,n:H3II'hJIHHTeJI.H ,n:o Bn3JIO:>KHTeAA qpe3 H3n'hJIHHTeAA, KOHTO e ,[(JI'h:>KeH ,n:a ro npe,n:ocTaBH Ha 

Bn3JIO:>KHTeAA B 15-,n:HeBeH cpoK oT non~aBaHeTo My. 

(3) KnM HCKa.HeTo no an. 2 H3n'hJIHHTeAAT rrpe,n;ocTaB.H cTaHOBHII(e, oT KoeTo ,n:a e BH,[(HO ,n:anH 

OCIIOpBa IIJiaii(aHH.HTa HJIH qacT OT T51X KaTO He,[('bJI:>KHMH. 

(4) Bn3JIO:>KHTeAAT HMa npaso ,n;a OTKa:>Ke rrnamaHe no an. 2, KoraTo HcKaHeTo 3a nnamaHe e 

ocnopeHO, ,[(0 MOMeHTa Ha OTCTpaH.HBaHe Ha npHqHHaTa 3a OTKa3a. 

XII. KOH<I>H,li;EH:U:HAJIHOCT 

qJieu 31. 
HHKO.H CTpaHa H.HMa rrpaso 6e3 rrpe,n:sapHTeJIHOTo rrHcMeHo cornacHe Ha ,n:pyraTa ,n;a pa3KpHBa no 

KaK'hBTO H ,n:a e HaqHH H ITO,[( KaKBaTO H ,n:a e cpopMa KOHcpH,n:eHD;HanHa HHcpOpMaJ..J;H.H, Ha K700TO H e, 

ocseH npe,n; cBOHTe cny:>KHTeJIH HIHJIH KoHcynTaHTH. Pa3KpHBaHeTo Ha KOHcpH,n:eH:o;HanHa HH<P D;H51 

CTIJ. 11 OT J3 Заличен по чл.2 от ЗЗЛД
Заличен по чл.2 от ЗЗЛД
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0505L1-'EHA nOnbilHEHA CnELU1CI>LIIKAUL'Ifl 

KbM .Qoro8op N!! 3/27.03.2018 r. c "E~ EHA ALII CI>APMA SbilrAPL'Ifl" EA,Q 

npl.llnO>KeHiite N!! 4 

Ja AOCTa8Ka Ha 11eKapcT8eHI!t npOAKTiit Ja HY>KAiitTe Ha "Cnel.41ita111it31itpaHa 6011Hiitl4a Ja aKTiit8HO 11e"!eHI!te Ha OHK0110rlit"!Hiit Ja6ommaHI!tR - CoQ>IitR o611acT" EOO.Q 

PecpepeHTHa npeAilaraHa paJ<f>aCOBKa, E.QHHH'!Ha 
• .--11..-.-r'""&-o.i 

AHaTOMO· lleKapcTBeHa ¢opMa CTOMHOCT Ja KonH'leCTBO H/HnH 6poH B 1..1eHa Ja E.QHHH'!Ha 1..1eHa 
Me*AyHapo,QHO HenanHTHo KonM'tecTBo AO 0611.1a CTOHHOCT C 

TepaneBTM'ttH /nOCO'MHaTa OT Blo3110liUITI!nJI MRpKa DOD/ TbproscKo HaHMeHoBaHHe onaKOBKaTa CbOTB9THaTa Ja CbOTB9THaTa 
HaMMtHOBaHMt nNNJ /cbrnacHo TC/ A.QC B nesa 

KOA /ATC-KoAf B CMQMc!IIIIUIQIUITa TepaneBTM'teH H npeAilaraHa MRpKa 6eJ MRpKa C A.QC 

KYPC neKapcTBeHa ¢opMa A.QC ., 
2 3 4 5 6 7 8 9 10 11 12 ~ 

5 mg/ml concentrate for 

Yervoy 5 mg/ml concentrate for solution for solution for infus ion, 1 

LOI XCII Ipilimumab 5mg/ml- 10 mi. napeHTepHJJHH cjlopMH mg 149.43159 10 000 infus ion, 1 vial10 ml (50 mg) via l10 ml (50 mg) x 1 112.3000 134.7600 1 347 600.00 

5 mg/ml concentrate for 

Yervoy 5 mg/ml concentrate for solution for solution for infusion, 1 

LOI XCII l pilimumab 5mg/ml- 40 mi. n ap eHTepHJlHH cjlopMH mg 149.43159 10 000 infus ion, 1 vial 40 ml (200 mg) vial 40 ml (200 mg) x 1 112.3000 134.7600 1 347 600.00 

06ll.la CTOHHOCT Ha ,QOr080pa C .QAC 2 695 200.00 118. 

06ll.la CTOHHOCT Ha ,QOr080pa 6e3 .QAC 2 246 000.00 118. 

Bb3IlO>KLIITEil: Lll3nbilHLIITEil: 

YnPABLIITEil 

CTp. 1 OT I 

Заличен по чл.2 от ЗЗЛД


